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EXPLANATORY MEMORANDUM 


1. This memorandum should not be quoted as authority for any state- 
ment contained in it. Persons concerned with the operation of the Drugs 
Act and Rules thereunder should refer to the Act and Rules as amended 
from time to time for information regarding the exact provisions of the law. 
It is proposed to publish at suitable intervals further issues of this pamphlet 
giving information useful for those concerned with Drug Standard Control. 


INTRODUCTION 


2. The Drugs Act, 1940, provides for the regulation of the import into, 
and the manufacture, distribution and sale in India, of drugs. Medicines 
and substances exclusively used or prepared for use in accordance with the 
Ayurvedic or Unani system of medicines are exempted from the provisions 
of the Act. The administration of the Act, in so far as it relates to import 
into India and the manufacture, distribution and sale of drugs in Part C 
States is the responsibility of the Central Government. The Central Gov- 
ernment is also responsible for the administration of the Central Drugs Labo- 
ratory and the registration of patent and proprietary medicines. The control 
of manufacture, distribution and sale in Parts A & B States is the responsibility 
of the respective State Governments. 


The Drugs Rules, 1945, have been ‘made by the Central Government 
to regulate the import of drugs into India, the functions and procedure of the 
Central Drugs Laboratory and manufacture, distribution and sale in Part C 
States. The Rules regulating manufacture, distribution and sale in Part A 
States are issued by respective Part A State Governments and should be 
referred to by those concerned with them. By agreement with Part A State 
Governments the Rules made by them are substantially uniform with the 
Rules regulating manufacture, distribution and sale in Part C States. 


3. The Drugs Rules contain 124 Rules. Twelve schedules are appended 
to the Rules. The Rules are divided into twelve parts, each pertaining to 
a particular subject. The relevant Rule to which the Schedules pertain 
is indicated at the top of each Schedule. Schedule A contains the forms 
required by the Rules to be used for various purposes. Schedules C and C (1) 
contain lists of biological and other special products in respect of which 
special conditions relating to licensing, manufacture, import and sale are 
prescribed in the Rules. Schedules D and K contain certain exemptions 
from the provisions of the Act and Rules. 


STANDARDS (PART XII OF THE RULES) 


4. ‘he standards to be complied with by all classes of drugs whether 
imported, manufactured or sold are laid down in the Schedule to the Drugs 
Act, 1940. In addition to the British Pharmacopoeia and British Pharma- 
ceutical Codex, the Act permits further standards to be prescribed and 
the Indian Pharmacopoeial List, 1946, the United States Pharmacopoeia 
and the National Formulary of the United States have been recognized as 
legal standards in the Rules. If standards for certain drugs are not specified 
in the latest edition of the British Pharmacopoeia but are given in the British 
Pharmaceutical Codex, the latter is to be taken as the legal standard. If 
standards for certain drugs are not-specified in the latest edition of the British 
Pharmacopoeia or the British Pharmaceutical Codex, but are specified in 
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ons of the British Pharmacopoeia, the standards of these 


the earlier editi el iin ‘ 
British Pharmacopoeia in which 


drugs will be those in the latest edition of the 
they are given. 

5. Additional standards for the strength, quality and purity of biological 
and other special products specified in Schedules C and C (1) to the Rules. 
are prescribed in Part X of the Rules and Schedule F. 


MANUFACTURE OF DRUGS (PARTS VII & VIII OF THE RULES) 


6. Part VII of the Rules deals with the manufacture of drugs for sale 
and Part VIII deals with the manufacture of small quantities of drugs for 


purposes of examination, test or analysis. 


MANUFACTURE FOR SALE . 


7. Every manufacturer must have a licence for the manufacture of drugs. 
If he manufactures drugs at more than one place, a separate licence is required 
for each set of premises. Separate licences are prescribed for the manufacture 
for sale of (a) drugs other than biological and special products specified in 
Schedules C and C (1) and (b) drugs specified in Schedules C and C (1). The 
licences will be issued by the licensing authority appointed by the Chief 
Commissioners in the case of Part C States and by the respective State Govern- 
ments under the State Rules in the case of Part A States. The period of 
validity of such a licence will be two years and it can be renewed every two 
years. If the holder of a licence applies for the renewal of a licence before 
the period of expiry is over, the licence will continue to be in force until orders. 


regarding the renewal are passed. 


8. A licence may be suspended or cancelled by the licensing authority 
if the licensee fails to comply with the conditions of the licence which are given 
below. The licensee, however, will be given an opportunity to show cause 
why his licence should not be suspended or cancelled (Rule 85). <A person 
whose licence has been cancelled or suspended can appeal to the District 
Judge of the District or to any other judicial officer appointed for the purpose 
by the Government within three months of the date of the orders. 


9. An application for a licence to. manufacture drugs other than those 
included in Schedules C and C (1) must be accompanied by a fee of Rs. 20. 
The conditions to be observed by the licensee before the grant of a licence 
are that he must satisfy the licensing authority that the manufacture is con- 
ducted under the personal supervision and direction of competent staff, one 
of whom must be :— 


(a) a graduate in Pharmacy or Pharmaceutical Chemistry of a University 
recognized by the Central Government, or 


_(b) a graduate in Science who has studied chemistry as a principal 
subject for his Degree and has at least two years’ experience in the manufacture 
of drugs, or . 


(c) a person whose training and knowledge of chemistry and practical | 
experience for at least three years in the manufacture of drugs are considered 
adequate by the licensing authority (Rule 71). 


10. The licensee will have also to conform to the following conditions :— 


az (a) on must maintain an adequate staff, premises and plant for manu- 
acture and Storage. 


3 


(b) He must comply with the requirements of the Act and the Rules. 
Any further amendments to the Rules will be notified by the licensing autho- 
tity four months in advance. | 


(c) He must allow any Inspector authorized by the licensing authority 
to inspect the premises even without notice and draw samples of the manu- 
factured products and also to inspect registers and records in order to ensure 

that the provisions of the Act and the Rules are followed. 


11. In regard to licences for the manufacture of biological and other 
special products specified in Schedules C and C (1), the fee to be forwarded 
with the application is Rs. 20 plus an inspection fee of Rs. 100. Before a 
licence for manufacture of such products is granted, the establishment will 
be inspected by one or more Inspectors specially appointed for this purpose 
who will report to the licensing authority. The licensing authority will 
grant a licence only if he is satisfied that the requirements of the Rules have 
been complied with and that the conditions of the licence as laid down will 
‘be observed. 


12. If an application for a licence is rejected the applicant will be provided 
with the report of the inspection to enable him to rectify the defects. Ifa 
rejected application is renewed within six months, the applicant has to pay 
‘only an inspection fee of Rs. 30. Applications for renewal of a licence after 
the period of expiry must be accompanied by a fee of Rs. 20 and an inspection 
fee of Rs. 100 as for a fresh application. The licensing authority has power 
to get the premises, plant and machinery inspected before the licence is renew- 
ed and he will renew it only if he is satisfied that the conditions of the 
dicence will continue to be observed. 


13. The manufacture of biological and other special products requires 
‘special preeautions, and the licensee will have to fulfil the following condi- 
‘tions of the licence (Rule 78) :— 


(a) He must provide and maintain an adequate staff and adequate 
premises and plant for the proper manufacture and storage of the substance 
an respect of which the licence is issued. 


(b) If he engages in the culture or manipulation of pathogenic spore- 
bearing micro-organisms, he shall provide to the satisfaction of the licensing 
authority separate laboratories and utensils and apparatus required for the 
culture or manipulation of such micro-organisms, the laboratories, utensils 
and apparatus so provided not being used for the manufacture of any other 
‘substance. 


(c) He must provide and maintain an adequate staff and adequate 
premises and plant for carrying out such tests of the strength, quality and 
purity of the substance as may be required to be carried out by him under the 
provisions of the Rules, including proper housing for animals used for the 
purpose of such tests, or make arrangements with some institution approved 
by the licensing authority for such tests to be regularly carried out on his 
behalf by that institution. 7 


(d) He must keep records of the details of manufacture of each batch 
of the substance which is issued for sale and of the application of the tests 
thereto in such form as to be available for inspection and to be easily identi- 
fied by reference to the number of the batch as shown on the label of each 
container. 
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Records relating to substances for which the potency date is fixed wilk 
be retained for two years from the expiry of such date. For other sub- 
stances, the records will be retained for 10 years. 


(e) He must allow any Inspector authorized by the licensing authority 
to enter the premises with or without notice and inspect the premises, plant 
and process of manufacture and the means employed for standardizing and 
testing. The registers and records maintained by the licensee will be sub- 
ject to inspection by Inspectors with or without notice. 


(f) He must report from time to time to the licensing authority any 
changes in the expert staff responsible for the manufacture or testing of the 
substances and any material alterations in the premises or plant used for that 
purpose which have been made since the date of the last inspection made 
on behalf of the licensing authority before the issue of the licence. 


(g) He must furnish to the licensing authority on being requested or 
such other authority as the licensing authority may direct from every batch 
of the substance, or from such batch or batches as the licensing authority 
may from time to time specify, a sample of such amount as the authority 
may consider adequate for any examination required to’ be made and if 
required, should furnish full details of the tests which have been applied. 


(h) If the licensing authority so directs he must not sell any batch of 
which a sample is furnished unless a certificate authorizing the sale is issued 
by the licensing authority. 


(1) He must withdraw from sale any batch of any substance which has 
been found not to conform with the prescribed standards, and, as far as prac- 
ticable, recall all issues already made. 


(j) He must not sell any drug unless the precautions necessary for pre-" 
peng its properties have been observed throughout the period after manu- 
acture. 


(k) He must comply with the provisions of the Act and the Rules. 


MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS 
(PART VIII OF THE RULES) 


14. A person proposing to manufacture for purposes of examination, 
test or analysis small quantities of drugs, the manufacture of which is other- 
wise prohibited, must obtain a licence unless he holds a licence for manu- 
facture for sale in respect of such drugs (Rule 89). No licence fee -is payable 
for such a licence. The duration of such a licence will be one year from the 
date of issue. The licensee must use such drugs for the purpose for which 
they are manufactured and must allow an Inspector to visit the premises to: 
check and ensure that only examination, test or analysis is being conducted. 


15. He must maintain a record of the quantities manufactured and also. 
the persons to whom they have been supplied. He should comply with 
any further requirements which may be specified subsequently by the licens- 
ing authority under the Act with one month’s notice. The licensing authority 
can cancel or suspend a licence wholly or in regard to some of the substances: 
to which it relates, if in his opinion the licensee has failed to comply with the 
conditions of the licence. In such cases of cancellation he will be given an op- 
portunity to show cause why the licence should not be suspended or cancelled. 
In case of suspension he has the right to appeal to the District Judge or any 
other judicial officer appointed by the respective Government within three 
months of such cancellation. 


5 
SALE OF DRUGS (PART VI OF THE RULES) 


16. A licence is required, in Form 20, to sell, stock and exhibit for sale 
and distribute drugs other than biological and special products specified im 
Schedule C. 


17. A separate licence is required, in Form 21, to sell, stock and exhibit: 
for sale, and distribute biological and other special products in Schedule C. 
The licensee will be required to maintain a record of purchase and sale of 
such drugs and also names of manufacturers and batch numbers [Rule 65 (5).] 


18. If it is desired to obtain a licence for Schedule C drugs it will 
not be granted unless the premises are equipped with adequate storage faci- 
lities for preserving the properties of drugs to which the licence applies. 


19. The duration of the above licences will be two years and fee Rs. 5 
each. ‘They are renewable every two years. If an application for renewal 
is not made before the expiry of a current licence the fee for a fresh licence 
will be Rs. 10. 


<0. A separate licence will be necessary for each set of premises if drugs 
are sold or stocked for sale in more than one place. 


21. ‘The primary condition for a licence for retail sale is that the premises. 
must be under the direct and personal supervision of a qualified person. A. 
‘qualified person’ is defined as one who (i) holds a degree or diploma in phar- 
macy or pharmaceutical chemistry of an institution approved by the licensing 
authority, or (ii) is a member of the Pharmaceutical Society of Great Britain, 
or (iii) has not less than 4 years’ practical experience in dispensing and has. 
been approved by the licensing authority as a qualified person. The descrip- 
tion ‘Chemist’, ‘Druggist’, ‘Chemist and Druggist’, ‘Pharmacy’, ‘Pharmacists’, 
‘Pharmaceutist’, ‘Dispenser’, ‘Dispensing Chemist’, ‘Dispensary’, ‘Pharma- 
ceutical Chemist’, etc., or any combination of such words whether in conjunc- 
tion with other words or otherwise must not be used on a signboard, label 
or name plate or for advertisement or otherwise unless the premises are under 
the personal supervision of a qualified person as defined above. 


22. Under the conditions of the licence, the following retail transactions. 
must be carried out by or under the direct and personal supervision of a 
“qualified person” [Rule 65 (1)] :— 


(a) Supply of drugs in Schedule E (Poisons) :— 
(b) Supply of a drug on the prescription of a registered medical prac- 
titioner. 


(c) Preparation of a medicine which is supplied on the prescription of 
a registered medical practitioner which is compounded on the premises. 


23. The retailer will be required to maintain records of (a) supply of 
drugs on the prescription of a registered medical practitioner, (b) supply 
of Schedule E drugs (Poisons), and (c) supply of Schedule C drugs (biological 
and special products) [Rule 65 (3) and (4)]. 

24. The supply of a drug on the prescription of a registered medical 
practitioner will be recorded in a register of prescriptions giving the 
following :— 

(a) Serial number of the entry ; 

(b) the date of supply ; 

(c) the name and address of the prescriber ; 
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(d) the name of the patient; 
(e) the name of the drug or preparation and the quantity or, in the case 
of a medicine made by the licensee, the ingredients and quantities thereof ; 
(f) if the drag is a drug specified in Schedule C, the name of the manu- 
facturer and the batch number; 
(g) the signature of the qualified person, by or under whose supervision, 
the medicine was made up and supplied [Rule 65 (3)]. 


25. If the prescription is repeated, the entry relating to the second and 
subsequent transaction will only show the date. of the reference to the first 
entry. ‘The serial number of entry in the prescription register must be recorded 
before the prescription is returned to the purchaser. Retail sales of Schedule 
C and Schedule E drugs not supplied on a prescription must be entered in a 
register specially maintained for the purpose, the following particulars being 
recorded :— 

(a) Serial number of the entry; 

(b) the date of supply; 

(c) the name and address of purchaser; « 

(d) the name of the drug or preparaticn and the quantity thereof; 


(e) if the drug is a drug specified in Schedule C, the name of the manu- 
facturer and the batch number; 


(f) the signature of the person under whose supervision the sale was 
effected [Rule 65 (4)]. 


__ 26. It is also necessary that poisons sold by retail sale should be labelled 
with the word “Poison” in such languages as the State or Central Govern- 
ment, as the case may be, may require. 


Poisons kept in retail shops or premises used for retail sale must be stored:— 


(a) in a cupboard or drawer reserved solely for the storage of poisons, 
or 


(b) ina part of the premises separated from the remainder of the premises 
and to which customers are not permitted to have access. 


They must be kept in containers impervious to them and sufficiently 
stout to prevent leakage due to ordinary risks of handling and transport. 


27. The licence for retail sale must be displayed in a prominent place 
on the premises. 


_ __28. The licensee should report to the licensing authority any change 
in the expert staff. Products specified in Schedules C and C (1) must not 
be sold in retail unless the precautions necessary for preserving their pro- 
perties have been taken. | 


_ 29. The licensing authority has the power to cancel or suspend the 
licence for sale for not conforming with the provisions of the Act and the 
Rules but if the failure to comply with the Act or Rules is due to some act 
or omission by an agent or employee. the licence will not be cancelled unless 
the licensing authority is satisfied :— 


P (a) ‘That the act or omission was instigated or connived at by the owner 
of the business or, if the owner is a firm or company, by a partner of the firm 
or a director of the company ; or 


7 
(b) that the owner of the business or an agent or empioyee of the owner 
had been guilty of a similar act or omission within twelve months before the 
date on which the act or omission in question took place and that the owner 
had or reasonably ought to have had knowledge of that previous act or onuission ; 
-Oor 


(c) if the act or omission was a continuing act or omission, that the 
-owner of the business had or reasonably ought to have had knowledge of 
that previous act or omission; or 


(d) that the owner of the business had not used due diligence to ensure 
that the conditions of the licence or the provisions of the Act or the Rules 
“were observed. 


30. In case of cancellation or suspension of a licence, the licensee will 
have the right of appeal to the District Judge of the District or any other 
_judicial officer appointed by the respective Government within three months 


[Rule 66 (2)]. 


- 31. No person may sell or exhibit for sale a product specified in Schedule 
C after the date after which its potency’ is not expected to be retained or after 
which it would acquire a toxicity greater than that permitted by the prescribed 
test, but if a registered medical practitioner requests the licensee to sell a 
_time-expired drug he can do so provided he has drawn the attention of the 
practitioner to the dates on the container and the practitioner is satisfied 
‘that the sale is required by the urgency of the case and also provided that the 
Substance is not required to be tested for maximum toxicity after that period 
(Rule 110). 


32. The licensee must produce for the inspection by an Inspector all 
‘records or registers on demand. He is also required to preserve such records 
‘for a period of not less than two years from the date of the last entry in such 
‘register. 


IMPORT (PART IV OF THE RULES) 


33. Import licences are necessary only in the case of biological and other 
“special products mentioned in Schedules C and C (1) and products imported 
for examination, test or analysis. Other drugs can be imported without a 
ficence. All consignments of imported drugs must be accompanied by an 
‘invoice or other statement giving the name and address of the manufacturer 
and the names and quantities of the drugs. The Customs Collector may 
take samples and get them tested by a laboratory authorized for the purpose 
by the Central Government. He can detain the consignments till the report 
-on. the samples is received. Ifthe importer, however, gives a written guaran- 
tee not to dispose of such drugs without the consent of the Customs Collector, 
the latter may hand over the consignment to him. The importer to whom 
the consignment has been released, will have to return the same either in 
full or in part as required by the Customs Collector within ten days after 
‘receipt of notice from the latter to do so (Rule 40). 


34. When drugs are imported for which no import licence is required 
.a declaration by or on behalf of the importer or by or on behalf of the manu- 
facturer that the drugs comply with the Act and Rules must be supplied to 
the Customs Collector. 


35. If the report proves that the samples are not of standard quality 
or that they contravene the provisions of the Act or Rules reiating to the 
control of imports and if the importer cannot rectify such contraventions, 
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he will be required to re-export the drugs to the country of origin within two 
months of receipt of the report. In the event of failure to re-export within 
this period, the drugs will be confiscated and destroyed by the Government. 


The importer or his representative is given the right under the Rules. 
to represent within fifteen days of the receipt of the report to the Customs: 
Collector, who may forward the representation with a further sample to 
the licensing authority. The latter will pass final orders, after obtaining 
a report from the Central Drugs Laboratory, if necessary. 


36. If the test report reveals a defect which can be remedied by the 
importer, the Customs Collector may authorize him to import the drug on 
his giving an undertaking not to dispose of the drug without the permissior 
of the Central Government. 


37. Patent or proprietary medicines should ordinarily be imported in 
containers intended for retail sale. These drugs can, however, be imported 
otherwise than in containers for retail sale, by a person possessing a licence: 
for importing drugs for examination, test or analysis or for manufacture 
for sale or to sell, stock or distribute, provided he has given notice of his. 
intention to import in bulk containers to the licensing authority at any time 
within 12 months prior to the date of import (Rule 37). | 


38. Import licences will be issued by the licensing authority appointed! 
by the Central Government. The period of validity of an import licence: 
will be two years and the fee Rs. 10. In regard to licences covering import. 
of biological and other special products, the manufacturer or his represen- 
tative will have to give a special undertaking as in Form 9 that these drugs 
will comply with the standards and other provisions of the Act and the require- 
ments of the Rules relating to the manufacture of biological products in 
India (Rule 24). : 


39. The conditions of an import licence are as follows :— 


(a) The manufacturer should-observe the undertaking given by him. 


(b) The licensee should allow an Inspector authorized by the licens- 
ing authority to enter any premises where the imported substances are. 
stored and also to take samples for test. 


(c) He should furnish to the Kcensing authority adequate samples from 
each batch or batches. 


(d) He should not issue from any batch which the licensing authority 
bas prohibited until he receives an authorization certificate from the licensing 
authority. 


__ (e) Ifa sample from a batch is found to be defective the importer must 
ew the balance of the batch from sale and recall all issues made from 
that batch. ; 


‘f) The licensee will be required to maintain records of sale of these 
drugs and to supply samples for test in accordance with the directions of the 
licensing authority. 


40. ‘The licensing authority may suspend or cancel a licence for failure 
to comply with the conditions of licence. A licensee whose licence has been 
cancelled or suspended can appeal to the Central Government within three 
months of the date of the order [Rule 35 Pak © 
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41. Drugs requiring an impcrt licence may not be imported after the 
date of expiry of the potency of the drugs or after a date on which they may 
acquire a toxicity in excess of the permissible limit. 


41-A. No new drug shall be imported except under and in accordance 
with the permission in writing of the licensing authority (Rule 30 A). 


41-B. No drug .the manufacture, sale or distribution of which is prohi- 
bited in the country of origin, shall be imported under the same name or 
under any other name except for the purposes of examination, test or 
analysis (Rule 30-B). 


| 42. Imported drugs must be packed and labelled as required under 
the Rules in Part IX. | 


43. Small quantities of drugs may be imported without an import licence 
provided they form part of a passenger’s personal luggage. The quantity ~ 
thus exempted should not exceed 100 average doses unless specially autho- 
rized by the licensing authority. These drugs, however, will have to be 
declared to the customs authorities if required by them. 


43-A. No drug shall be imported except through one of the places given 
under Rule 43-A of the Rules. 


LABELLING AND PACKING (PART IX OF THE RULES) 


44, All drugs imported or sold must be labelled in accordance with 
Part IX of the Rules. 


45. If a medicine supplied on the prescription of a registered medical 
practitioner by a person licensed to sell drugs contains a drug in Schedule E. 
(Poisons), it must be labelled with (i) name and address of the person by 
whom it is supplied, (ii) if it is for external application, must be labelled 
with the word “‘Poison” and with the words “For external use only” and 
(111) if the medicine is for internal use, it must be labelled with the dose. 


46. If a medicine is sold otherwise than on the prescription of a regis- 
tered medical practitioner, it must be labelled as indicated below :— 


All Schedule E drugs not made up ready for treatment must be labelled 
“Poison”. If Schedule E drugs are made up ready for treatment, they 
must be labelled as follows :— | 


Rory . : F : A . Drugs for internal use specified in 
Schedule E and not included 
in Schedule G. 


“Caution. It is dangerous to take Drugs included in Schedule G. 
this preparation except under medical 
supervision.” 
“Schedule H Drug ‘ : : . Drugs containing a_ substance 
. specified in Schedule H. 


Warning.—To be sold by retail on the 
prescription of a Registered Medical 
Practitioner only.” 
“Poison. For external use only.” Drugs specified in Schedule E 
, for externa application. 
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‘Poison, For animal treatment only.” =. Drugs made up ready for animal 
treatment specified in Schedule 


E. 


The words must, if the medicine includes a substance in Schedule E 
(Poison), be in red lettering or be set against a red background. In all cases 
the words must be on a separate label or surrounded by a line within which 
there should be no words other than those with which the container is required 
to be labelled by the Rules. 


47, Name and address of the Seller.—The container of a sub- 
stance specified in Schedule E (Poisons) or a preparation containing a poison 
must be labelled with the name and address of the seller and the address 
of the premises, except when the drug is sold for the purpose of being sold 
again in the same container. When the substance is sold from a warehouse 
or depot on a wholesale basis, it will be sufficient if the container is labelled 
with the principal place of business. 


48.. Name of substance.—The container of a poison or a preparation con- 
taining a poison must be labelled with the name of the poison as described 
in Rule 100 (2). But in the case of a preparation. described in the B.P., or 
the B.P.C., it is sufficient to label it with the name of the preparation as given 
in the B.P., or B.P.C. with the addition of letters ‘B.P.’, ‘B.P.C.’ as the case 
may be. ‘The specific mention of the name of the poison on the label, in such 
cases, 1s not necessary. 


49. Statement of quantity.—In the case of preparations containing 
poisons or alcohol, the label on the container should comply with the following 
conditions :— 


(a) The quantity of # poison in the preparation should be stated in 
grains or minims per fluid ounce if the preparation is a liquid or in grains 
or minims per avoirdupois ounce if the preparation is a solid. However, the 
metric system may also be used for indicating the quantity of poison present 
in the preparation. 


(b) The label on the container should contain a statement of the average 
percentage by volume of alcohol in terms of absolute alcohol if the alcoholic 
content is more than three per cent, by volume. 


(c) If a container contains two or more pills, tablets, capsules, etc., 
the quantity of poison must be stated in terms of the quantity in each pill, 
tablet, capsule or other unit. 


(d) In the case of preparations containing poisons which appear in the 
B.P., B.P.C., etc., it is not necessary to state the proportion of the poison 
provided the addition of words “B.P.”, “‘B.P.C.”, etc., on the label after the 
name of the item is made (Rule 101). ; ; 


_90. Non-sterile surgical ligature must be labelled conspicuously, ‘‘Non- 
sterile surgical ligature (suture)—not to be used for operations upon the 
human body unless efficiently*sterilized”’. (Rule 102.) 


51. Special provisions relating to the labelling of biological and other 
special products are given in Part X of the Rules and Schedule F. 


92. No drug may purport or claim to prevent or to cure one or more of 
the diseases or ailments specified in Schedule J, nor may any drug claim to 
procure or assist to procure miscarriage in women or to alter or affect the 
structure of the human body. 


II 
THE CENTRAL DRUGS LABORATORY (PART II OF THE RULES) 


93. ‘The functions of the Central Drugs Laboratory are :— 


(a) Analysis and test of samples sent to the Laboratory under the provisions 
of the Act and the Rules by Customs Collectors and Courts of Law. 


(b) Grant of certificates of registration for patent or proprietary medi- 
cines with undisclosed formulae. 


(c) to carry out such other duties as may be entrusted to it by the Central 
Government or, with the permission of the Central Government, by the 
State Governments. | 


94. The fees to be paid for tests by authorities not under the Central 
Government are laid down in Schedule B to the Rules. 


PATENT OR PROPRIETARY MEDICINES (PART III OF THE 
RULES) 


99. Under the Drugs Act and the Rules all patent or proprietary medi- 
cines with undisclosed formulae must be registered at the Central Drugs Labo- 
ratory. Any package containing a patent or proprietary medicine should 
have the registration number marked on the label with the letters “CDL” 
preceding the registration number. No other reference to registration should 
be made on the label or on any other cover or advertisement enclosed in the 
package. If the patent or proprietary medicine is unregistered, the true 
formula or list of ingredients must be stated on the label (Rule 103). 


96. When applying for registration, the manufacturer or manufacturer’s 
agent in India will send to the Laboratory a sufficient quantity of the patent 
or proprietary medicine with a sealed cover declaring the correct formula 
of the medicine and specimens of the labels and wrappers. Only the Director, 
or an officer authorized in writing by the Director, will have access to the 
formulae which will be treated as confidential. A formula can be disclosed . 
only by the Director or by an officer authorized by him with the previous 
sanction of the Central Government to the extent necessary in the case of a 
prosecution. ‘The formulae will be kept in the safe custody of the Director 
and will be destroyed by him two years after the rejection of an application 
for registration or the cancellation of a registration. 


57. Each registration or renewal of registration will be valid for three 
years, fees for which will be Rs. 50. Before renewal of registration the Director 
of the Central Drugs Laboratory has the option of calling for a fresh sample 
of the medicine and specimens of the labels and wrappers to ensure that the 
Statement of composition conforms to the provisions of the Rules. If the 
composition of the patent or proprietary medicine or its name is altered, the 
manufacturer or the manufacturer’s agent in India should apply for a fresh 
certificate or registration with the prescribed fee of Rs. 50 (Rules 16 and 17), 


58. Should a manufacturer decide to dis@ontinue any registered patent 
or proprietary medicine, he or his agent in India will have to give notice in 
writing to the Director within six months of such discontinuance. 


99. ‘The Director, Central Drugs Laboratory, has the authority to reject 
applications for registration if the formula declared by the applicant does 
not conform to the results of the test. In case of rejection, the applicant 
can renew the application for registration with the prescribed fee. 
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COVERNMENT ANALYSTS AND INSPECTORS (PART V OF THE 
RULES) 


60. The Act provides for the appointment of Government Analysts 
by the Central Government and State Governments whose duty it will be to 
test or analyse samples taken by Inspectors. A person appointed as a Govern- 
ment Analyst must not be directly or indirectly engaged in, any trade or 
business connected with any sale of drugs. A Government Analyst must 


be :— 


(a) a graduate of Medicine or Chemistry of a recognized University 
with at least three years’ post-graduate experience of testing drugs in a labora- 
tory under the control of (1) a Government Analyst, or (ii) a Chemical Exami- 
ner to Government, or (iii) Fellow of the Royal Institute of Chemistry of 
Great Britain (Branch E), or (iv) the Head of an Institution approved by 
the appointing authority; or . 


(b) a first or second class degree in Pharmaceutical Chemistry or Phar- 
macy or a post-graduate degree in Chemistry with Pharmaceutics as a special 
subject from a recognized University with two years’ post-graduate experience 
in the analysis of drugs under (i) a Government Analyst appointed under 
the Act, or (ii) Chemical Analyser to Government, or (iii) Fellow of the Royal 
Institute of Chemistry of Great Britain (Branch E), or (iv) the Head of an 
Institution approved by the appointing authority ; or 


(c) a Fellow of the Royal Institute of Chemistry of Great Britain (Branch 


61. A Government Analyst allowed to test biological and other special 
products must have special qualifications in that he should be a graduate 
in medicine or science of a recognized University and must produce evidence 
of satisfactory training in Physiology, Bacteriology, Serology and Pathology — 
and must have at least three years’ experience of testing such products in 
an Institution approved by Government. 


62. Government may for the first four years after the Rules come into 
operation, appoint persons as Government Analysts if they consider their 
training and experience, subject to further training, to be adequate for their 
duties. 


Inspectors 


63. The Act provides for the appointment of Inspectors. The Rules 
require that an Inspector shall be a person who— 


(a) has a degree in Pharmacy or Pharmaceutical Chemistry or a post- 
graduate degree in Chemistry with Pharmaceutics as a special subject fo 
recognized University ; or : 


(aa) holds the Pharmaceutical Chemists diploma granted by the Phar- 
maceutical Society of Great Britain; or 


(b) is a Member of the: Pharmaceutical Society of Great Britain; or 


(c) is a graduate in Medicine or Science of a recognized University with 
at least one year’s post-graduate training in a laboratory under (i) a Govern- 
ment Analyst appointed under the Act, or (ii) a Chemical Examiner, or (iii) 
a Fellow of the Royal Institute of Chemistry of Great Britain (Branch E) 
or (iv) the Head of a specially approved Institution. 


I3 
64. Only Inspectors who have had not less than three years’ experience 


in a laboratory licensed for the manufacture of substance specified in Schedule 
~C will be authorized to inspect the manufacture of such substances, 


During the first four years after the enforcement of the Act, however, 
these qualifications may be relaxed and any person may be appointed as 
Inspector or authOrized to inspect the manufacture of Schedule C substances, 
whose qualifications, training and experience are regarded by the appointing 
authority as adequate (Rule 49). 


65. ‘The duties of an Inspector authorized to inspect premises licensed 
for the sale of drugs would be :— 


(a) to inspect not less than twice a year all establishments licensed 
for the sale of drugs within the area assigned to him ; 


(b) to satisfy himself that the conditions of the licences are being observed ; 


(c) to procure and send for test or analysis, samples of any drug which 
he has reason to suspect are being sold or stocked or exhibited for sale in 
contravention of the provisions of the Act or the Rules : 


(d) to investigate any complaint in writing which may be made to him; 


(€) to institute prosecutions in respect of breaches of the Act and the 
Rules ; 


(f) to maintain a record of all inspections made and action taken by 
him in the performance of his duties, including the taking of samples and 
the seizure of stocks, and to submit copies of such records to the controlling 
authority ; ; 


(g) to make such enquiries and inspections as may be necessary to 
detect the sale of drugs in contravention of the Act : 


(h) to detain imported packages which he has reason to Suspect contain 
drugs, the import of which is prohibited (Rules. 


66. It will be the duty of Inspectors authorized to inspect the manufac- 
ture of drugs :— 


(a) to inspect not less than twice a year all premises licensed for the 
manufacture of drugs within the area allotted to him and to satisfy himself 
that the conditions of the licence and the provisions of Act and the Rules 
are being observed ; | 


(b) in the case of establishment licensed to manufacture biological 
and other products specified in Schedules C and C (1) to inspect the plant 
and the process of manufacture and the means employed for standardizing 
and testing the drugs, the methods and place of Storage, the technical quali- 
fications of the staff employed and all details of location, construction and 
' administration of the establishment likely to affect the potency or purity of 
the products ; 


(c) to send forthwith to the controlling authority after each inspection 
a detailed report indicating the conditions of the licence and provisions of 
the Act and Rules thereunder which are being observed and the conditions 
and provisions, if any, which are not being observed ; 


(d) to take samples of the drugs manufactured on the premises and 
send them for test or analysis in accordance with these Rules ; 


(e) to institute prosecutions in respect of breaches of the Act and the 
Rules (Rule 52). 
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will be under the control of the Chief Conimissioners: 


67. ‘Lhe Inspectors 
d areas and the State Governments in the State. 


in the centrally administere 
EXEMPTIONS (PART XI OF THE RULES) 
Supply of drugs by a medical practitioner and hy a hospital or dispensary 
(Schedule K) 


ances not intended for medicinal use, are exempted from the 
he Act and the Rules. This exemption will not be applicable 
for medicinal use, or for manufacture of medicines 
ith the standards prescribed in the Act and 


68. Subst 
provisions of t 
if the substances are sold 
or if they purport to comply w 
the Rules. , 


69. The provisions of the Act and Rules do not apply to drugs supplied 
by a registered medical practitioner to his own patient or by a hospital or 
dispensary maintained or supported by Government or a local body or by 
charity or voluntary subscription but the exemption is subject to the condition 
that in the case of a medicine specified in Schedule E (Poisons) :— 


medicine shall be labelled with the name and address of the insti- 


(a) 
or the registered medical practitioner by whom it is supplied; 


* tution by which, 
(b) if the medicine is for external application, it shall be labelled with 
the words “Poison. For external use only” and if it is for internal use, with 


the dose 3; 

(c) the name of the medicine or ingredients of the preparation, the 
thereof, the dose prescribed, the name of the patient and the date 
of supply and, in the case of a medicine supplied by a hospital or dispensary, 
the name of the person who gave the prescription shall be entered at the 
time of supply in a register to be maintained for the purpose ; 


quantity 


(d) the entry in the register shall be given a number and that number 
shall be entered on the label of the container ; 


ption, if any, on which the medicines 


‘e) the register and the prescri 
less than two years from the date of the 


are issued, shall be preserved for not 
prescription, as the case may be. 


The supply of drugs intended for veterinary use 


70. (a) Substances specified in Schedule C (biological and other subs- 
ded to be used solely for veterinary purpose are exempted from 
the Act and Rules subject to the condition that the con- 
label indicating that the substance is for veterinary use 


tances) inten 
all the provisions of 
tainer shall bear a 
only. 

ry medicines intended to be used solely for veteri- 
nary purposes are exempted from the provisions of the Act and Rules subject 
to the condition that the description on the label or container shall indicate 
that the medicine is intended for administration to animals. 


(b) Patent or proprieta 


(c) Medicines supplied by a veterinary hospital or by a veterinary 
surgeon are exempted, subject to the condition that if the medicine contains 
a substance specified in Schedule E, the label shall indicate that the medicine 


is intended for anima! treatment. 


, 15 
CONFISCATION OF DEFECTIVE DRUGS 


71. Ifa person is convicted— 
(a) of manufacturing for sale or selling or stocking or exhibiting for 
sale a drug which is not of standard quality, or 


(b) of selling or stocking or exhibiting for sale a drug specified in Schedule: 


C after the date recorded on the container as the date up to which it may be: 
quired by the prescribed 


expected to retain a potency not less than that re 
test or not to acquire a toxicity more than that permitted by the prescribed: 


test, 
the stock of the drug will be liable to confiscation (Rule 58). 
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ACT No. XxXill OF 1940 


[PAssED BY THE INDIAN LEGISLATURE] 
(Received the assent of the Governor General on the 10th April, 1940). 


os 


An Act to regulate the import, manufacture, distribution and sale 
| of drugs 


=~ HEREAS it is expedient to regulate the import, manufacture, dis- 
tribution and sale of drugs ; 


Anp wHErREAS the Legislatures of all the Provinces have passed resolu- 
tions in terms of Section 103 of the Government of India Act, 1935, in relation 
to such of the above mentioned matters and matters ancillary thereto as are 
enumerated in List II of the Seventh Schedule to the said Act ; : 


It is hereby enacted as follows :— 


CHAPTER I 
INTRODUCTORY 


1. Short title, extent and commencement.—(1) This Act may be 
called The Drugs Act, 1940. 

+(2) It extends to the whole of India except the State of Jammu and 
Kashmir. ’ 

(3) It shall come into force at once; but Chapter III shall take effect 
only from such date as the Central Government may, by notification in the 
official Gazette, appoint in this behalf, and Chapter IV shall take effect in 
a particular State only from such date as the State Government may, by 
like notification, appoint in this behalf. 

9. Application of other laws not barred.—The provisions of this 
Act shall be in addition to, and not in derogation of, the Dangerous Drugs 
Act, 1930, and any other law for the time being in force. 

8 Definitions.—In this Act, unless there is anything repugnant in 
the subject or context,— 

(a) “the Board” means the Drugs Technical Advisory Board consti- 
tuted under Section 5; 

(b) “drug” includes all medicines for internal or external use of human 
beings or animals, and all substances intended to be used for 
or in the treatment, mitigation or prevention of disease in human 
beings or animals, other than medicines and substances exclu- 
sively used or prepared for use in accordance with the Ayurvedic 
or Unani systems of medicine ; Sate aa 

{(bb) “India” means the territory of India excluding the State of 

Jammu and Kashmir. 


*Amended by Adaptation of Laws Order, 1950, ; 
+Amended by the Part B States (Laws) Act, 1951 ( III of 1951). 
+ Added under the Part B States (Laws) Act, 1951 ( III of 1951). 


* 
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*(c) “to import’, with its grammatical variations and cognate expres- 
sions, means to bring into India; 

(d) “‘patent or proprietary medicine” means a drug which is a remedy 
or prescription prepared for internal or external use of human 
beings or animals, and which is not for the time being recognized 
by the Permanent Commission on Biological Standardization 
of the tWorld Health Organization or in the latest edition of 
the British Pharmacopoeia or the British Pharmaceutical Codex 
or any other pharmacopoeia authorized in this behalf by the 
Central Government after consultation with the Board; 

(e) “prescribed” means prescribed by Rules made under Chapter 
II or Chapter III by the Central Government, or under Chapter 
IV by the State Government. 

t (f) 

4. Presumption as to poisonous substances.—Any substance 
specified as poisonous by Rule made under Chapter III or Chapter IV shall 
be deemed to be a poisonous substance for the purposes of Chapter III or 


Chapter IV, as the case may be. 


CHAPTER II 


Tue Drucs TEcHNICAL Apvisory BoARD, THE CENTRAL Drucs LABORATORY 
AND THE Drucs CONSULTATIVE COMMITTEE 


39. The Drugs Technical Advisory Board.—(l) The Central 
Government shall, as soon as may be, constitute a Board (to be called the 
Drugs Technical Advisory Board) to advise the Central Government and 
the State Governments on technical matters arising out of the administration 
of this Act and to carry out the other functions assigned to it by this Act. 


(2) The Board shall consist of the following members, namely :— 
(2) the Director-General of + Health Services, ex officio, who — shall 
be Chairman; 
(1) the Director of the Central Drugs Laboratory, ex officio; 
(2) the Director of the Central Research Institute, ex officio; 
(wv) the Director of the Imperial Veterinary Research Institute, 
Muktesar, ex officio; : 
(v) the Chief Chemist, Central Revenues, ex officio; 
(vz) two persons holding the appointment of Government Analyst 
under this Act, to be nominated by the Central Government; 


(vz) one pharmacologist and one pharmaceutical chemist to be 
elected by the Scientific Advisory Board of the Indian Research 
Fund Association; ' 

(vz) three persons to be elected by the Medical Council of India 
two of whom shall be from among teachers of medicine or thera- 
peutics on the staff of a university or college in India providing 


*Amended by the Part B States (Laws) Act, 1951 (III of 1951). 
tAmended by Act No. XL of 1949. 
+Omitted by the Part B States (Laws) Act, 1951 (III of 1951). 
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a course of study which qualifies for admission to the examination 
for a degree which is a recognized qualification under the Indian 
Medical Council Act, 1933, and one shall be a registered medical 
practitioner not being a servant of the Government; 


(ix) one member of the pharmaceutical profession to be nominated 
by the Central Government; 

(x) two persons to be elected by the Council of the Indian Chemical 
Society ; 

(xt) one person to be elected by the Central Council of the Indian 
Medical Association and-one person to be elected by the branches 
in India of the British Medical Association. 


(3) The nominated and elected members of the Board shall hold 
office for three years, but shall be eligible for re-nomination and 
re-election. 


(4) The Board may, subject to the previous approval of the Central 
‘Government, make by-laws fixing a quorum and regulating its own procedure 
and the conduct of all business to be transacted by it. 


(5) The Board may constitute sub-committees and may appoint to 
‘such sub-committees for such periods, not exceeding three years, as it may 
decide, or temporarily for the consideration of particular matters, persons 
who are not members of the Board. 


(6) The functions of the Board may be exercised notwithstanding any 
‘vacancy therein. 


(7) The Central Government shall appoint a person to be Secretary 
of the Board and shall provide the Board with such clerical and other staff 
as the Central Government considers necessary. 


6. The Central Drugs Laboratory.—(1) The Central Government 
shall, as soon as may be, establish a Central Drugs Laboratory under the 
control of a Director to be appointed by the Gentral Government, to carry 
out the functions entrusted to it by this Act or any Rules made under this 
‘Chapter: 


Provided that if the Central Government so prescribes, the functions 
of the Central Drugs Laboratory in respect of any drug or class of drugs shall 
be carried out at the Central Research Institute, Kasauli, or at any other 
prescribed Laboratory and the functions of the Director of the Central Drugs 
Laboratory in respect of such drug or class of drugs shall be exercised by the 
Director of that institute or of that other Laboratory, as the case may be. 


rf 


(2) The Central Government may, after consultation with the Board, 
make Rules prescribing— 


(a) the functions of the Central Drugs Laboratory; 


(b) the procedure for the grant of certificate of registration under 
this Act by the said Laboratory in respect of patent or proprietary 
medicines not having displayed on the label or container thereof 
the true formula or list of ingredients contained therein in a 
manner readily intelligible to members of the medical profession, 
the forms of such certificates and the fees payable therefor; 


(c) the procedure for preserving the secrecy of the formulae of 
patent or proprietary medicines when disclosed to the said 
Laboratory under this Act ; 
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(d) the procedure for the submission to the said Laboratory under 
Chapter IV of samples of drugs for analysis or test, the forms of 
the Laboratory’s reports thereon and the fees payable in respect 
of such reports; 


(e) such other matters as may be necessary or expedient to enable 
the said Laboratory to carry out its functions; 


(f) the matters necessary to be prescribed for the purposes of the 
proviso to sub-section (1). 


7. Drugs Consultative Committee.—(1) The Central Government 
may constitute an advisory committee to be called ‘““The Drugs Consultative 
Committee” to advise the Central Government, the State Governments and 
the Drugs Technical Advisory Board on any matter tending to secure unifor-. 
m ‘ty throughout India in the administration of this Act. 


(2) The Drugs Consultative Committee shall consist of two represen-- 
tatives of the Central Government to be nominated by that Government 


and one representative of each State Government to be nominated by the: 
State Government concerned. 


(3) The Drugs Consultative Committee shall meet when required to. 


do so by the Central Government and shall have power to regulate its own 
procedure. 


> 


CHAPTER III 


IMPoRT OF DRUGs 


8. Standards of quality.—(1) For the purpose of this Chapter the 
expression “‘standard quality” when applied to a drug means that the drug 
complies with the standard set out in the Schedule. . 


(2) The Central Government, after consultation with the Board and 
after giving by notification in the official Gazette not less than three months’ 
notice of its intention so to do, may by a like notification add to or otherwise 
amend the Schedule for the purposes of this Chapter, and thereupon the 


Schedule shall be deemed to be amended accordingly. 


9. Misbranded drugs.—For the purposes of this Chapter a drug 
shall be deemed to be misbranded— 


(a) if it is an imitation of, or substitute for, or resemble in a manner 
likely to deceive, another drug, or bears upon it or upon its label 
or container the name of another drug, unless it is plainly and 
conspicuously marked so as to reveal its true character and its 
lack of identity with such other drug; or 


(b) if it purports to be the product of a place or courttry of which it 
is not truly a product; or 


(c) if it is imported under a name which belongs to another drug; or 


(d) if it is so coloured, coated, powdered or polished that damage is- 
concealed, or if it is made to appear of better or greater therapeutic 
value than it really is; or 


_ = 
(e) if it is not labelled in the prescribed manner; oF 


(f) if its label or container or anything accompanying the drug bears 
any statement, design or device which makes any false claim 
for the drug or which is false or misleading in any particular; or 


(g) if the label or container bears the name of an individual or company 
purporting to be the manufacturer or producer of the drug, 


which individual or company is fictitious or does not exist. 


10. Prohibition of import of certain drugs.—From such date as 
may be fixed by the Central Government by notification in the official Gazette 
in this behalf, no person shall import— 


(a) any drug which is not of standard quality; 
(b) any misbranded drug; 


(c) any drug for the import of which a licence is prescribed, otherwise 
than under, and in accordance with, such licence; 


(d) any patent or proprietary medicine, unless there is displayed in 
the prescribed manner on the label or container thereof either 
the true formula or list of ingredients contained in it in a manner 
readily intelligible to members of the medical profession, or the 
number of the certificate of registration granted in the prescribed 
manner in respect of such medicine by the Central Drugs Labora- 
tory after being correctly informed of the formula of such medicine ; 


(e) any drug which by means of any statement, design or device 
accompanying it or by any other means, purports or claims to 
cure or mitigate any such disease or ailment, or to have any such 
other effect, as may be prescribed; 


(f) any drug the import of which is prohibited by Rules made under 
this Chapter: 


Provided that nothing in this Section shall apply to the import, subject 


to prescribed conditions, of small quantities of any drug for the purpose of 
examination, test or analysis or for personal use: 


Provided further that the Central Government may, after consultation 
with the Board, by notification in the official Gazette, permit, subject to any 
conditions specified in the notification, the import of any drug or class of 
drugs not being of standard quality. 


Explanation.—The formula or list of ingredients mentioned in clause 
(d) shall be deemed to be true and sufficient compliance with that sub-clause 
if without disclosing a full and detailed recipe of the ingredients, it indicates 
correctly all potent or poisonous substances contained therein together with 
an approximate statement of the composition of the medicine. 


11. Application of law relating to sea customs and powers of 
Customs Officers.—(1) The law for the time being in force relating to sea 
customs and to goods, the import of which is prohibited by Section 18 of the 
Sea Customs Act, 1878 (VIII of 1878), shall, subject to the provisions of Section 
13 of this Act, apply in respect of drugs the import of which is prohibited 
under this Chapter, and officers of Customs and officers empowered under 
that Act to perform the duties imposed thereby on a Customs Collector and 
other officers of Customs shall have the same powers in respect of such drugs 
as they have for the time being in respect of such goods as aforesaid. 
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(2) Without prejudice to the provisions of Sub-section (1), the Customs 
Collector, or any servant of the Government authorized by the State Govern- 
ment in this behalf, may detain any imported package which he suspects 
to contain any drug the import of which is prohibited under this Chapter, 
and shall forthwith report such detention to the Director of the Central Drugs 
Laboratory and, if required by him, forward the package or samples of any 
suspected drug found therein to the said Laboratory. 


12. Power of Central Government to make Rules.—(1) The 
Central Government may, after consultation with the Board and after previous 
publication by notification in the official Gazette, make Rules for the purpose 
of giving effect to the provisions of this Chapter. 


(2) Without prejudice to the generality of the foregoing power, such 
Rules may— 


(a) specify the drugs or classes of drugs for the import of which a 
icence is required, and prescribe the form and conditions of such 
licences, the authority empowered to issue the same, and the fees 


payable therefor; 


(b) prescribe the methods of test or analysis to be employed in deter- 
mining whether a drug is of standard quality; 


(c) prescribe, in respect of biological and organo-metallic compounds, 
the units or methods of standardization; 


(d) specify the diseases or ailments which an imported drug may not 
purport or claim to cure or mitigate and such other effects which 
such drug may not purport or claim to have; 


(e) prescribe the conditions subject to which small quantities of drugs 
the import of which is otherwise prohibited under this Chapter, 
may be imported for the purpose of examination, test or analysis 
or for personal use; 


(f) prescribe the places at which drugs may be imported, and prohi- 
bit their import at any other place; 


(g) require the date of manufacture and the date of expiry of potency 
to be clearly and truly stated on the label or container of any 
specified imported drug or class of such drug, and prohibit the 
import of the said drug or class of drug after the expiry of a speci- 
fied period from the date of manufacture; 


(h) regulate the submission by importers, and the securing of samples 
of drugs for examination, test or analysis by the Central Drugs 
Laboratory, and prescribe the fees, if any, payable for such 
examination, test or analysis: 


{i) prescribe the evidence to be supplied, whether by accompanying 
documents or otherwise, of the quality of drugs sought to be 
imported, the procedure of officers of Customs in dealing with 
such evidence, and the manner of storage at places of import of 
drugs detained pending admission; 


(j) provide for the exemption, conditionally or otherwise, from all 
or any of the provisions of this Chapter and the Rules made 
thereunder of drugs imported for the purpose only of transport 
through, and export from India : 


(k) prescribe the conditions to be observed in the packing in bottles, 
packages or other containers of imported drugs; 
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(1) regulate the mode of labeiling drugs imported for sale in packages 


and prescribe the matters which shall or shall not be included 
in such labels; 3 


(m) prescribe the maximum proportion of any poisonous substance 
which may be added to or contained in any imported drug, 
prohibit the import of any drug in which that proportion is exceed- 
ed, and specify. substances which shall be deemed to be poisonous. 
for the purposes of this Chapter and the Rules made thereunder; 


(n) require that the accepted scientific name of any specified drug 
shall be displayed in the prescribed manner on the label or wrapper 
of any imported patent or proprietary medicine containing such 
drug; 

(o) provide for the exemption, conditionally or otherwise, from all 
or any of the provisions of this Chapter or the Rules made there- 
under of any specified drug or class of drugs. 


13. Offences.—(1) Whoever contravenes any of the provisions of this 
Chapter or of any Rule made thereunder shall, in addition to any penalty 
to which he may be liable under the provisions of Section 11, be punishable 
with imprisonment which may extend to one year, or with fine which may 
- extend to five hundred rupees, or with both. 


(2) Whoever, having been convicted under Sub-section (1), is again 
convicted under that Sub-section shall, in addition to any penalty as afore- 
said be punishable with imprisonment which may extend to two years or 
with fine which may extend to one thousand rupees, or with both. 


14. Confiscation.—Where any offence punishable under Section 13 
has been committed, the consignment of the drug in respect of which the 
offence has been committed shall be liable to confiscation. 


15. Jurisdiction.—No Court inferior to that of a Presidency Magistrate 


or of a Magistrate of the first class shall try an offence punishable under 
Section 13. 


CHAPTER IV 


MANUFACTURE, SALE AND DIsTRIBUTION OF DRUGs 


16. Standards of quality.—(1) For the purposes of this Chapter 
the expression “standard quality’? when applied to a drug means that the 
drug complies with the standard set out in the Schedule. 


(2) The State Government, after consultation with the Board and after 
giving by notification in the official Gazette not less than three months’ notice 
of its intention so to do, may by a like notification add to or otherwise amend 
the Schedule for the purposes of this Chapter, and thereupon the Schedule 
shall be deemed to be amended accordingly. 


17. Misbranded drugs.—For the purposes of this Chapter a drug 
shall be deemed to be misbranded— 


(a) if it is an imitation of, or substitute for, or resembles in a manner 
likely to deceive, another drug, or bears upon it or upon its label 
or container the name of another drug, unless it is plainly and 
conspicuously marked so as to reveal its true character and its lack 
of identity with such other drug; or 
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(b) if it purports to be the product of a place or country of which it 
is not truly a product; or 

(c) if it is sold, or offered or exposed for sale, under a name which 
belongs to another drug; or 

(d) if it is so coloured, coated, powdered or polished that damage 
is concealed, or if it is made to appear of better or greater thera- 
peutic value than it really is; or 

(e) if it is not labelled in the prescribed manner; or 

(f) if its label or container or anything accompanying the drug bears 
any statement, design or device which makes any false claim for 
the drug or which is false or misleading in any particular; or 

(g) if the label or container bears the name of an individual or com- 
pany purporting to be the manufacturer or producer of the drug, 
which individual or company is fictitious or does not exist. 


18. Prohibition of manufacture and sale of certain drugs.— 
From such date as may be fixed by the State Government by notification 
in the official Gazette in this behalf, no person shall himself or by any other 


person on his behalf— 
(a) manufacture for sale,or sell, or stock or exhibit for sale, or distri- 


bute— 
(i) any drug which is not of standard quality; 


(ii) any misbranded drug; 

(iii) any patent or proprietary medicine, unless there is displayed in 
the prescribed manner on the label or container thereof either 
the true formula or list of ingredients contained in it in a manner 
readily intelligible to members of the medical profession, or the 
number of the certificate of registration granted, in the manner 
prescribed. by the Central Government, in respect of such medicine 
by the Central Drugs Laboratory after being correctly informed 
of the formula of such medicine; 

(iv) any drug which by means of any statement, design or device 
accompanying it or by any other means, purports or claims to 
cure or mitigate any such disease or ailment, or to have any such 
other effect as may be prescribed; 

(v) any drug, in contravention of any of the provisions of this Chapter 
or any rule made thereunder; 

(b) sell, or stock or exhibit for sale, or distribute any dtug which 

~ has been imported or manufactured in contravention of any of 
the provisions of this Act or any Rule made thereunder; 

(c) manufacture for sale, or sell, or stock or exhibit for sale, or distri- 
bute any drug, except under, and in accordance with the condi- 
tions of, a licence issued for such purpose under this Chapter : 


Provided that nothing in this Section shall apply to the manufacture, 
subject to prescribed conditions, of small quantities of any drug for the purpose 


of examination, test or analysis: 

Provided further that the State Government may, after consultation 
with the Board, by notification in the official Gazette, permit, subject to any 
conditions specified in the notification, the manufacture for sale, sale or distri- 
bution of any drug or class of drugs not being of standard quality. 


ay 

Explanation The formula or list of ingredients mentioned in sub- 

clause (iii) of clause (a) shall be deemed to be true and a sufficient compliance 

with that sub-clause if, without disclosing a full and detailed recipe of the 

ingredients, it indicates correctly all the potent or poisonous substances con- 

tained therein together with an approximate statement of the composition 
of the medicine, 


19. Pleas.—(1) Save as hereinafter provided in this Section, it shall 
be no defence in a prosecution under this Chapter to prove merely that the 
accused was ignorant of the nature, substance or quality of the drug in respect 
of which the offence has been committed or of the circumstances of its manu- 
facture or import, or that a purchaser, having bought only for the purpose 
of test or analysis, has not been prejudiced by the sale. 


(2) For the purposes of Section 18 a drug shall not be deemed to be 
“¢nisbranded or to be below standard quality only by reason of the fact that— 


(a) there has been added thereto some innocuous substance or ingre- 
dient because the same is required for the manufacture or prepa- 
ration of the drug as an article of commerce in a state fit for 
ca~riage or consumption, and not to increase the bulk, weight 
or measure of the drug or to conceal its inferior quality or other 
defects; or 


(b) in the process of manufacture, preparation or conveyance some 
extraneous substance has unavoidably become intermixed with 
it : Provided that this clause shall not apply in relation to any 
sale or distribution of the drug occurring after the vendor or 
distributor became aware of such inter-mixture. 


(3) A person, not being the manufacturer of a drug or his agent for the 
distribution thereof,, shall not be liable for a contravention of Section 18 if 
he proves— 


(a) that he did not know, and could not with reasonable diligence 
have ascertained, that the drug in any way contravened the 
provisions of that Section, and that the drug while in his Possession 
remained in the same state as when he acquired it; or 


(b) that he acquired the drug from a person resident in India under 
a written warranty in the prescribed form and signed by such 
person that the drug does not in any way contravene the provisions 
of Section 18, and that the drug while in his possession remained 
in the same state as when he acquired it: 


Provided that a defence under clause (b) shall be open to a person only— 


(i) if he has within seven days of the service on him of the summons, 
sent to the Inspector a copy of the warranty with a written notice 
stating that he intends to rely upon it and giving the name and ~ 
address of the warrantor, and 


(ii) if he proves that he has, within the same period, sent written 
notice of such intention to the said warrantor. 


20. Government Analysts.—The State Government may, by noti- 
fication in the official Gazette, appoint such persons as it thinks fit, having 
the prescribed qualifications, to be Government Analysts for such areas and 


in respect of such drugs or classes of drugs as may be specified in the notifica- 
tion: 
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Provided that a servant of the Government serving under the Central 


Government or another State Government shall not be so appointed without 
the previous consent of the Government under which he is serving. 


91, Inspectors.—(1) The State Government may, by notification in 
the official Gazette, appoint such persons as it thinks fit, having the prescribed 
qualifications, to be Inspectors for the purposes of this Chapter within such 
local limits as it may assign to them respectively: 


Provided that no person who has any financial interest in the manufac- 
ture, import or sale of drugs shall be appointed to be an Inspector under this 


sub-section. 
(2) Every Inspector shall be deemed to be a public servant within the 


meaning of the Indian Penal Code (XLV of 1860), and shall be officially 
subordinate to such authority as the State Government may specify in this 


behalf. 


29. Powers of Inspectors.—Subject to the provisions of Section 23 
and of the Rules made by the State Government in this behalf, an Inspector 
may, within the local limits for which he is appointed— 


(a) inspect any premises wherein any drug is being manufactured 
and in the case of sera, vaccines and any other drug prescribed 
in this behalf the plant and process of manufacture and the means 
employed for standardizing and testing the drug; 

(b) take samples of any drug which is being manufactured, or being 
sold or is stocked or exhibited for sale, or is being distributed; 


(c) where he has reason to believe that any drug which is being 
manufactured for sale, or being sold or is stocked or exhibited 
for sale, or is being distributed, contravenes any of the provisions 
of Section 18, order in writing the person, in whose possession 
such drug may be, not to dispose of any stock of such drug for a 
specified period not exceeding ten days, or, unless the alleged 
contravention is such that the defect may be removed by the 
possessor of the drug, seize the stock of such drug: 


Provided that the Inspector shall not take any action under this clause 
unless he has reported the facts to the District Magistrate or the 
Chief Presidency Magistrate and has been authorized by such 
Magistrate to take such action; “ 


(d) for any of the aforesaid purposes enter at all reasonable times, 
with such assistants, if any, as he considers necessary, any premises 
wherein any drug is being manufactured, or being sold or is 
stocked or exhibited for sale, or is kept for distribution ; 


(e) exercise such other powers as may be necessary for carrying out 
the purposes of this Chapter or any rules made thereunder: 


93. Procedure of Inspectors.—(l1) Where an Inspector takes any 
sample of a drug under this Chapter, he shall tender the fair price thereof 
and may require a written acknowledgment _ therefor. 


(2) Where the price tendered under Sub-section ( 1) is refused, or where 
the Inspector seizes the stock of any drug under clause (c) of Section 22, ae 
shall tender a receipt therefor in the prescribed form. 


31 
(5) Where an Inspector takes a sample of a drug for the purpose of test 
or analysis, he shall intimate such purpose in writing in the prescribed form 
to the person from whom he takes it and, in the presence o! such person unless 
he wilfully absents himself, shall divide the sample into four portions and 
effectively seal and suitably mark the same and permit such person to add 
his own seal dnd mark to all or any of the portions so sealed and marked: 


Provided that where the sample is taken from premises whereon the 
drug is being manufactured, it shall be necessary to divide the sample into 
three portions only: 


Provided further that where the drug is made up in containers of small 
volume, instead of dividing a sample as aforesaid, the Inspector may and 
if the drug be such that it is likely to deteriorate or be otherwise damaged 
by exposure shall, take three or four, as the case may be, of the said containers 
after suitably marking the same and, where necessary, sealing them. 


(4) The Inspector shall restore one portion of a sample so divided or 
one container, as the case may be, to the person from whom he takes it, and 
shall retain the remainder and dispose of the same as follows:— 


(i) One portion or container he shall forthwith send to the Govern- 
ment Analyst for test or analysis ; 


- (i) the second he shall produce to the Court before which proceed- 
ings, if any, are instituted in respect of the drug; and 


(iit) the third, where taken, he shall send to the warrantor, if any, 
named under the proviso to Subssection (3) of Section 19, 


{5) Where an Inspector takes any action under clause (c) of Section 22— 


(a) he shail use all despatch in ascertaining whether or not the drug 
contravenes any of the provisions of Section 18 and, if it is ascer- 
tained that the drug does not so contravene, forthwith revoke 
the order passed under the said clause or, as the case may be, 

ie 


take such action as may be necessary tor the return of the stock 
seized: 


(b) if he seizes the stock of the drug, he shall as soon as may be, inform 
a Magistrate and take his orders as to the custody thereof; 


(c) without prejudice to the institution of any prosecution, if the 
alleged contravention be such that the defect may be remedied 
by the possessor of the drug, he shall, on being satisfied that the 
defect has been so remedied, forthwith revoke his order under 
the said clause. 


24. Persons beund to disclese place where drugs are manufac- 
tured or kept.—Every person for the time being in charge of any premises 
whereon any drug is being manufactured or is kept for sale or distribution 
shall, on being required by an Inspector so to do, be legally bound to disclose 
to the Inspector the place where the drug is being manufactured or is kept, 
as the case may be. 


25. Reports of Government Analysts. (1) The Government Ana- 
lyst to whom a sample of any drug has been submitted for test or analysis 
under Sub-section (4) of Section 23, shall deliver to the Inspector submitting 
it a signed report in triplicate in the prescribed form. B 


3—1 Health. 


a cans 


eae 


as 
a 
i 


, 


¥ 


2 cy s 


ae 
she 


eo 


; ae ee 

Octo Ler aia 

ite a op 
: £ ' 
ae 

tier x liane i 
AJ | FL) 
Ger i 


‘ t 


2 UNS stein 


7 oid \ al 4 
oS) aaa vA =r A : 
T Wer oS Saunt : nite d it 
| coe Pewee sb wih 


y reign! JJ 


J 


32 
(2) The Inspector on receipt thereof shall deliver one copy of the report 
to the person from whom the sample was taken and another copy to the 
warrantor, if any, named under the proviso to Sub-section (3) of Section 19, 
and shall retain the third copy for use in any prosecution in respect of the 
sample. 


(3) Any document purporting to be a report signed by a Government 
Analyst under this Chapter’shall be evidence of the facts stated therein, 
and such evidence shall be conclusive unless the person from whom the 
sample was taken or the said warrantor has, within twenty-eight days of the 
receipt of a copy of the report, notified in writing the Inspector or the Court 
before which any proceedings in respect of the sample are pending that he 
intends to adduce evidence in controversion of the report. : 


(4) Unless the sample has already been tested or analysed in the Central 
Drugs Laboratory, where a person has under Sub-section (3) notified his 
intention of adducing evidence in controversion of a Government Analyst’s 
report the Court may, of its own motion or in its discretion at the request 
either of the complainant or the accused cause the sample of the drug pro- 
duced before the Magistrate under Sub-section (4) of Section 23 to be sent 
for test or analysis to the said Laboratory, which shall make the test or analysis 
and report in writing signed by, or under the authority of, the Director of 
the Central Drugs Laboratory the result thereof, and such report shall be 
conclusive evidence of the facts stated therein. 


(5) The cost of a test or analysis made by the Central Drugs Laboratory 
under Sub-section (4) shall be paid by the complainant or accused, as the 
Court shall direct. 


26. Purchaser of drug enabled to obtain test or analysis.—Any 
person shall, on application in the prescribed manner and on payment of 
the prescribed fee, be entitled to submit for test or analysis to a Government 
Analyst any drug purchased by him and to receive a report of such test or 
analysis signed by the Government Analyst. 


27. Penalty for manufacture, sale, etc., of drugs in contravention 
of this Chapter.—Whoever himself or by any other person on his behalf 
manufactures for sale, sells, stocks or exhibits for sale, or distributes any 
drug in contravention of any of the provisions of this Chapter or any Rule 
made thereunder shall be punishable with imprisonment which may extend 
to one year or with fine which may extend to five hundred rupees or with 
both. 


28. Penalties for giving false warranty or misuse of warranty.— 
(1) Whoever in respect of any drug sold by him whether as principal or 
agent, gives to the purchaser a false warranty that the drug does not in any 
way contravene the provisions of Section 18 shall, unless he proves that when 
he gave the warranty he had good reason to believe the same to be true be 
punishable with imprisonment which may extend to one year, or with fine 
which may extend to five hundred rupees, or with both. 


(2) Whoever applies or permits to be applied to any drug sold, or stocked 
or exhibited for sale, by him, whether on the container or label or in any 
other manner, a warranty given in respect of any other drug, shall be punish- 
able with imprisonment which may extend to one year, or with fine which 
may extend to five hundred rupees, or with both. 
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29. Penalty for use of Government Analyst’s Report for adver- 
‘tising.—Whoeversuses any report of a test or analysis made by the Central 
Drugs Laboratory or by a Government Analyst, or any extract from such 
report, for the purpose of advertising any drug, shall be punishable with fine 
which may extend to five hundred rupees. 


30. Penalty for subsequent offences.—Whoever, having been 
convicted of any offence under Section 27 or Section 28 or Section 29 is again 
convicted of an offence under the same Section shall be punishable with 
imprisonment which may extend to two years, or with fine which may extend 
to one thousand rupees, or with both. 


31. Confiscation.—Where any person has been convicted under this 
Chapter for contravening any such provision of this Chapter or any Rule 
made thereunder as may be specified by Rule made in this behalf the stock 
_of the drug in respect of which the contravention has been made shall be 

liable to confiscation. 


32. Cognizance of offences.—(1) No prosecution under this Chapter 
shall be instituted except by an Inspector. 


(2) No Court inferior to that ofa Presidency Magistrate or of a Magis- 
trate of the first class shall try an offence punishable under this Chapter. 


(3) Nothing contained in this Chapter shall be deemed to prevent any 
person from being prosecuted under any other law for any act or omission 
which constitutes an offence against this Chapter. 


33. Power of State Government to make Rules.—(1) The State 
Government may after consultation with the Board and after previous publi- 
cation by notification in the official Gazette make Rules for the purpose of 
giving effect to the provisions of this Chapter. 


(2) Without prejudice to the generality of the foregoing power, such 
rules may 


(a) provide for the establishment of laboratories for testing and analys- 
ing drugs; 

(b) prescribe the qualifications and duties of Government Analysts 
and the qualifications of Inspectors; 


(c) prescribe the methods of test or analysis to be employed in deter- 
mining whether a drug is of standard quality; 


(d) prescribe, in respect of biological and organo-metallic compounds, 
the units or methods of standardization; 


(e) prescribe the forms of licences for the manufacture for sale, for 
the sale and for the distribution of drugs or any specified drug 
or Class of drugs, the form of application for such licences, the 
conditions subject to which such licences may be issued, the autho- 
rity empowered to issue the same and the fees payable therefor; 

(f) specify the diseases or ailments which a drug may not purport 
or claim to cure or mitigate and such other effects which a drug 
may not purport or claim to have; 

(g) prescribe the conditions subject to which small quantities of drugs 
may be manufactured for the purpose of examination, test or 
anaylsis ; 
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(h) require the date of manufacture and the date of expiry of potency 
to be clearly and truly stated on the label or container of any 
specified drug or class of drugs, and prohibit the sale, stocking 
or exhibition for sale, or distribution of the said drug or class ef 
druys after the expiry of a specified period from the date of manu- 
facture or after the expiry of the date of potency; 

(3) prescribe the conditions to be observed in the packing of bottles, 
packages and other containers of drugs, and prohibit the sale, 
stocking or exhibition for sale, or distribution of drugs packed in 
contravention of such conditions; 

(j) regulate the mode of labelling packed drugs, and prescribe the 
matters which shall or shall not be included in such labels; 


(k) prescribe the maximum proportion of any poisonous substance 
which may be added to or contained in any drug, prohibit the 
manufacture, sale or stocking or exhibition for sale, or distribu- 
tion of any drug in which that proportion is exceeded, and specify 
substances which shall be deemed to be poisonous for the purposes 
of this Chapter and the Rules made thereunder; 

(1) require that the accepted scientific name of any specified drug 
shall be displayed in the prescribed manner on the label or wrapper 
of any patent or proprietary medicine containing such drug ; 

(m) prescribe the form of warranty referred to in Sub-section (1) 
of Section 19 ; 

(n) regulate the powers and duties of Inspectors ; 

(o) prescribe the forms of report to be given by Government Analysts, 
and the manner of application for test or analysis under Section 
96 and the fees payable therefor ; 

(p) specify the offences against this Chapter or any Rule made there- 
under in relation to which the stock of the drug shall be lable 
to confiscation under Section 31; 

(q) provide for the exemption, conditionally or otherwise, from all 
or any of the provisions of this Chapter or the Rules made there- 
under of any specified drug or class of drugs. 


34, Pretection to persons acting under this Chapter.—No suit, 
prosecution. or other legal proceeding shall lie against any person for anything 
which is in good faith done or intended to be done under this Chapter. 


THE SCHEDULE | 
(See Sections 8 and 16) 


Standard to be complied with by imported drugs and by drugs manufactured for 
sale, sold, stocked or exhibited for sale, or distributed. 


Class of drug Standard to be complied with 


1. Patent or proprietary medicines. . The formula or list of ingredients 
displayed in the prescribed man- 
ner on the label or container, 
or the formula disclosed to the 
Central Drugs Laboratory, as 
the case may be. 
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2. Substances commonly known as ‘The standards maintained at the 


vaccines, sera, toxins, toxoids, anti- National Institute for Medical 
toxins, and antigens and biological Research, London, and _ such 
products of such nature. further standards of strength, 
quality and purity as may be 

ee: prescribed. 
3. Vitamins, hormones and analogous The standards maintained at the 
products. National Institute for Medical 


Research, London, and _= such 
further standards of strength, 
quality and purity as may be 
prescribed. 


4, Other drugs ; : . The standards of identity, purity 
and strength specified in the 
*current edition for the time being 
of the British Pharmacopoeia or 
the British Pharmaceutical Codex 
or any other prescribed phar- 
macopoeia or adopted by the 
Permanent Commission on Biolo- 
gical Standardization of the 
tWorld Health Organisation. 


*Amended by Government of India Notification No. F. 1-11/50-DS, dated 16-6-1951. 
fAmended by Act No. XL of 1949. 


THE DRUGS RULES, 1945 


(Under the Drugs Act, 1940) 


DEPARTMENT OF HEALTH 
NOTIFICATION | 
New Delhi, the 2\st December, 1945 


No. F. 28-10/45-H(1).—In exercise of the powers conferred by Section 
6(2), 12 and 33 of the Drugs Act, 1940 (XXIII of 1940) the Central Govern- 
ment is pleased to make the following Rules :— . 


RULES 
PART .I.—PRELIMINARY 


1. Short title, extent and commencement.—(1) These Rules may be called 
the Drugs Rules, 1945. 


#(2) Parts I to IV extend to the whole of India except the State of Jammu 
and Kashmir. The remaining Parts extend to Part C States only. 


(3) They shall come into force on such date as the Central Government 
may by notification in the official Gazette, appoint : 


Provided that the Central Government may, by the said notification, 
direct that specified Rules take effect only from such later date as it may 
appoint. 


2. Definitions—In these Rules, unless there is anything repugnant in 
the subject or context— 


(a) “the Act” means the Drugs Act, 1940 (XXIII of 1940) ; 


(b) “British Pharmacopoeia” and “British Pharmaceutical Codex”’, 
mean the latest editions of, and include all addenda and supple- 
ments for the time being current to, those compilations; 


(c) ‘Director’ means the Director of the Central Drugs Laboratory ; 

(d) ‘Form’ means a form set forth in Schedule A ; 

(e) ‘‘Laboratory’’ means the Central Drugs Laboratory ; 

(f) “Sale by way of wholesale dealing’? means sale to a person who 
buys for the purpose of selling again. 


(g) “Schedule” means a Schedule to these Rules. 


PART IJ.—Tue Centra Drucs LABORATORY 
3, Functions.—It shall be the function of the Laboratory— 


(i) to analyse or test such samples of drugs as may be sent to it under 
Sub-section (2) of Section 11, or under Sub-section (4) of Section 25, of the 
Act ; 

(ii) to grant certificates of registration in respect of patent or proprietary 
medicines ; 


*Amended by Government of India Notification No. F. 3-2/51-D.S., dated 28 March 1952. 
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(ii!) to carry out such other duties as may be entrusted to it by the Gen 

tral Government or, with the permission of the Central Govern- 

ment, by a Provincial Government after consultation with the 
Drugs ‘Technical Advisory Board. 


*3-A. The functions. of the Laboratory in respect of the following drugs 
or classes of drugs shall be carried out at the Central Research Institute, 
Kasauli, and the functions of the Director in respect of the said drugs or classes 
of drugs shall be exercised by the Director of the said Institute : 


(1) Sera 

(2) Solution of serum proteins intended for injection 

(3) Vaccines : 

(4) ‘Toxins 

(5) Antigens 

(6) Anti-toxins 

(7) Penicillin 

(8) Sterilized surgical ligature and'sterilized surgical suture 
(9) Bacteriophages. 


4. Despatch of samples for test or analysis.—(1) Samples for test or analysis 
under Sub-section (4) of Section 25 of the Act shall be sent by registered post 
in a sealed packet, enclosed, together with a memorandum in Form 1, in an 
outer cover addressed to the Director. 


(2) The packet as well as the outer cover, shall be marked with a distin- 
guishing number. 


(3) A copy of the memorandum in Form 1 and a specimen impression 
of the seal used to seal the packet shall be sent separately by registered post 
to the Director. 


9. Recording of condition of seals—On receipt of the packet, it shall be 
opened by an officer authorized in writing in that behalf by the Director 
who shall record the condition of the seal on the packet. : 


6. Report of result of test or analysis—After test or analysis, the result of 
the test or analysis, together with full protocols of the tests applied, shall be 
supplied forthwith to the sender in Form 2. 


7. Fees.—The fees for test and analysis shall be those specified in Schedule 
B. 


8. Signature of certificates —Certificates issued under these Rules by the 
Laboratory shall be signed by the Director or by an officer authorized by 
the Central Government by notification in the official Gazette to sign such 
certificates, 


PART III.—RecistratTion or PATENT OR PROPRIETARY MEDICINES 


9. Application for registration of patent or proprietary medicines —An applica- 
tion for registration of a patent or proprietary medicine, which is required 
to be registered under the provisions of the Act, shall be made in Form 3 
by or on behalf of the manufacturer or by the manufacturer’s agent in India 
to the Director, and shall be accompanied by a sample of the medicine suffi- 
cient for test or analysis and by a sealed cover containing a certificate in Form 
4 declaring the correct formula of the medicine. 


*Amended by Government of India Notification No. F. ‘28-10/45-H (I), dated 31st 
March, 1947. 
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10. Safe keeping of formulae——The sealed cover containing the formula 
shall be opened by the Director or by an officer authorized in writing by 
the Director and shall be placed on record in a safe, the key of which shall 
at all times remain in the personal custody of the Director. 


11. Access to formulae.—No person other than an officer of the Laboratory 
authorized in writing by the Director shall have access to a formula deposited 
in the Laboratory. 


12. Destruction of formulae—TVhe formula deposited in the Laboratory 
shall be destroyed by the Director,— 


(i) if the connected application for registration is rejected after the 
expiry of two years from the date of receipt of the application, or 


(ii) if the application is granted but the certificate of registration 
is subsequently cancelled, after the expiry of two years from the 
date of such cancellation. 


13. Disclosure of information—No person on the staff of the Laboratory 
shall disclose to any other person not on the staff any information relating 
to the composition of a particular patent or proprietary medicine acquired 
in the course of his duties in the Laboratory : 


Provided that the Director or any other officer authorized by him in: 
this behalf may, with the previous sanction of the Central Government, 
disclose any information so acquired to the extent necessary for the purposes. 
of a prosecution under the Act. 


14. Analysis of samples—On receipt of an application for registration: 
the Director may cause a sample to be analysed or tested in order to ascertain. 
whether it is in accordance with the certified formula. 


15. Rejection of application —(1) If it appears to the Director that the 
formula does not indicate correctly all potent or poisonous ingredients con- 
tained in the medicine together with an approximate statement of the com- 
position of the medicine or that the labels and wrappers intended to be used 
do not conform to the provisions of these Rules, he shall reject the application 
for registration and shall inform the applicant of the reasons for the rejection 
and supply him with full protocols of the tests, if any, applied. 


(2) Such rejection shall not debar the applicant from making a fresh 
application. 


16. Issue of certificate—(1) If the Director is satisfied that the formula 
indicates correctly all potent or poisonous ingredients contained in the medicine 
together with an approximate statement of the composition of the medicine, 
and that the labels or wrappers intended to be used conform to the provisions 
of these Rules, he shall cause to be issued a certificate of registration in Form 
5 and shall assign to the certificate a registration number. 


(2) A certificate of registration shall be valid for a period of three years 
and may be renewed for periods of three years at a time on an application 
in Form 6 by or on behalf of the manufacturer or by the manufacturer's 
agent in India to the Director. 


(3) A certificate of renewal of registration shall be in Form 7, 
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(4) If an application for renewal of\a certificate of registration is made 

to the Director before the expiry of three years or before the expiry of the 

period for which it has been renewed the certificate shall continue to be valid 
until orders are passed by the Director on the application for renewal. 


(5) Before granting an application for renewal the Director may require 
the applicant to furnish a sample of the medicine and specimens of the labels 
and wrappers used therewith and he may reject the application if he is satisfied 
that the registered formula does not indicate correctly all potent or poisonous 
ingredients together with an approximate statement of the composition of 
the medicine or that the labels or wrappers do not conform to the provisions 
of these Rules. 


17. Alteration of composition or name.—If a manufacturer at any time proposes 
to alter in any way the composition or name of any medicine for which a 
certificate of registration has been granted, application shall be made for a 
fresh certificate of registration by the manufacturer or his agent in accordance 
with these Rules. 


18. Fees.—A fee of fifty rupees shall be paid with each application for a 
certificate or renewal of a certificate of registration, and shall in no case be 
refunded to the applicant. 


19. Copies of certificates —Copies of all certificates issued under Rule 16 
shall be retained in the Laboratory, and may be issued to the manufacturer 
or his agent on payment of a fee of two rupees for each copy. 


20. Discontinuance of manufacture.—If the manufacture of any registered 
patent or proprietary medicine is discontinued, the manufacturer or his 
agent shall within six months from the date of such discontinuance, give 
notice of the fag¢t to the Director. 


PART IV.—Importr 


- 


21... lnthas’ Part-— 


(a) “import licence” means a licence in Form 10 to import drugs specified 
in Schedules C and C(1); 


(b) “licensing authority” means the authority appointed by the Central 
Government to perform the duties of the licensing authority under these 
Rules and includes any person to whom the powers of a licensing authority 
may be delegated under Rule 22; 


(c) “licence for examination, test or analysis’? means a licence in Form 11 
to import small quantities of drugs the import of which is otherwise prohibited, 
for the purpose of examination, test or analysis. A 


22. A licensing authority may with the approval of the Central Govern- 
ment by an order in writing delegate the power to sign licences and such 
other powers as may be specified in the order to any other person under his 
control. 


23. Import licences.—An import licence shall be required for the import 
of any biological or other special product specified in Schedule C or C(1). 
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24. Form and manner of application—(1) An application for an import 
licence shall be made to the licensing authority in Form 8 by the manufac- 
turer’s agent in British India, and shall be accompanied by a fee of rupees 
ten and by an undertaking in Form 9 signed by or on behalf of the manu- 
facturer. 


*(2) A fee of rupees two shall be paid for a duplicate copy of a licence 
issued under this Rule, if the original is defaced, damaged or lost. 


25. Licences for import of drugs manufactured by one manufacturer—(1) A 
single application may be made, and a single licence may be issued, in respect 
of the import of more than one_drug or class of drug manufactured by the 
same manufacturer : 


+Provided that the drugs or classes of drugs are manufactured at one 
factory or more than one factory functioning conjointly as a single manufac- 
turing unit; 


Provided further that if a single manufacturer has two or more factories 
situated in different places manufacturing the same or different drugs a 
separate licence shall be required in respect of the drugs manufactured by 
each such factory. 


£(2) The licensing authority may make an endorsement on the original 
import licence to include new items subsequently manufactured by the same 
manufacturer and imported by the same importer subject to the condition 
that an application is made on the appropriate form to cover such items and 
the prescribed fee deposited. 


26. Conditions of import licence—An import licence shall be subject to 
the following conditions : 


(i) The manufacturer shall at all times observe the undertaking given 
by him or on his behalf in Form 9; 


(11) the licensee shall allow any Inspector authorized by the licensing 
authority in that behalf to enter with or without notice any premises where 
the imported substance is stocked, to inspect the means, if any, employed 
for testing the substance and to take samples; 


(iii) the licensee shall on request furnish to the licensing authority from 
every batch of each substance or from such batch or batches as the licensine 
authority may from time to time specify a sample of such amount as the 
licensing authority may consider adequate for any examination required 
to be made, and the licensee shall, if so required, furnish full protocols of 
the tests, if any, which have been applied; 


way, 


aa 


(iv) if the licensing authority so directs the licensee shall not sell or 
offer for sale any batch in respect of which a sample is or protocols are furnished 
under the last preceding sub-rule until a certificate authorizing the sale of 
the batch has been issued to him by or on behalf of the licensing authority; 


*Added under Government of India Notification No. F. 1-48/47-D dated 12-10-1949, 
tAdded under Government of India Notification No. F.-1-19/48-D dated 27-10-1949, 
+Added under Government of India Notificat on No. F.1-50/47-D dated 28-2-1950. 
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(v) the licensee shall, on being informed by the licensing authority 
that any part of any batch of the substance has been found by the licensing 
authority not to conform with the standards of strength, quality and purity 
prescribed by Chapter III of the Act, or the Rules thereunder and on being 
directed so to do withdraw the remainder of that batch from sale and, so 
far as may in the particular circumstances of the case be practicable, recall 


the issues already made from that batch; 


(vi) the licensee shall maintain a record of all sales by him of substances 
for the import of which a licence is required, showing particulars of the sub- 
stance and of the person to whom sold and such further particulars, if any, 
as the licensing authority may specify and such record shall be open to the 
inspection of any Inspector authorized in that behalf by the licensing autho- 


rity; 

(vii) the licensee shall comply with such further requirements, if any, 
applicable to the holders of import licences, as may be specified in any Rules, 
subsequently made under Chapter ITI of the Act and of which the licensing 
authority has given to him not less than four months’ notice. 


27. Grant of import licence—On receipt of an application for an import 
licence in the form and manner prescribed in Rule 24 the licensing authority 
shall, on being satisfied that, if granted, the conditions of the licence will be 


observed, issue an import licence in Form 10. 


98. Duration of import licence—An import licence shall be in force for 
a period of two years from the date of issue, unless it is sooner suspended or 


cancelled : 


Provided that if application for a fresh licence be made three months 
before the expiry of the existing licence the current licence shall be deemed 
to continue in force until orders are passed on the application. 


99. Suspension and cancellation of import licence.—If the manufacturer or 
licensee fails to comply with any of the conditions of an import licence, the 
licensing authority may after giving the manufacturer or licensee an opportu- 
nity to show cause why such an order should not be passed, by an order in 
writing stating the reasons therefor, suspend or cancel it for such period as 
it thinks fit, either wholly or in respect of some of the substances to which it _ 


relates : ‘ 

Provided that a person who is aggrieved by the suspension or cancella- 
tion of his licence may, within three months of the date of the order, appeal 
to the district judge of the district in which the right of appeal accrues or 
if there is no district judge of that district such judicial officer as the Central 
Government may appoint in this behalf, having jurisdiction whose decision 


shall be final. 


30. Prohibition of import after expiry of potency.—No biological or other 
special product specified in Schedule C or C(x) shall be imported after the 
date shown on the label, wrapper or container of the drug as the date up to 
which the drug may be expected to retain a potency not less than, or not 
to acquire a toxicity greater than, that required, or, as the case may be, per- 


mitted by the prescribed test. 


*30-A. (1) No new drug shall be imported except under and in accord- 
ance with the permission in writing of the licensing authority. 
ee ne cummin: 

* Added under Government of India Notification No. F. 1-30/48-D, dated 14th April, 1952. 
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(2) The importer of a new drug when applying for permission shall 
produce before the licensing authority all documentary and other evidence 
relating to its standards of quality, purity and strength and such other infor- 
mation as may be required by the licensing authority including the results 
of therapeutic trials carried out with it. 


Explanation.—For the purpose of this rule, ‘new drug’? means a drug 
which is not, for the time being, recognised by the Permanent Commission 
on Biological Standards of the World Health Organisation or in the latest 
edition of the British Pharmacopoeia or the British Pharmaceutical Codex 
or any other pharmacopoeia recognised in this behalf by the Government 
-of India and includes a patent or proprietary medicine containing such a 
-drug. 


*30-B.—Prohibition of import of certain drugs—No drug, the manufacture, 
sale or distribution of which is prohibited in the country of origin, shall be 
imported under the same name or under any other name except for the pur- 
pose of examination, test or analysis. 


31. Standard for certain imported drugs—No biological or other special 
product specified in Schedule C or C (1) shall be imported unless it complies 
with the standard of strength, quality and purity, if any, specified in Schedule 
F, and the tests prescribed in that Schedule shall be applicable for deter- 
mining whether any such imported drug complies with the said standards. 


732. Packing and labelling of imported drugs.—No drug shall be imported 
unless it is packed and labelled in conformity with the Rules in Parts [X 


and X and Schedule F { [and conforms to the standards laid down in 
Part XII]. 


33- Import of drugs for examination, test or analysis.—Small quantities of 
drugs the import of which is otherwise prohibited under Section 10 of the 
Act may be imported for the purpose of examination, test or analysis subject 
to the following conditions :— | 


(a) No drug shall be imported for such purpose except under a licence 
in Form 11 ; 


(b) the licensee shall use the substances imported under the licence 
exclusively for purposes of examination, test or analysis and shall 
carry on such examination, test or analysis in the place specified 
in the licence, or in such other places as the licensing authority 
may from time to time authorize; 


(c) the licensee shall allow any Inspector authorized by the licensing 
authority in this behalf to enter, with or without prior notice, the 
premises where the substances are kept, and to inspect the premises, 
and investigate the manner in which the substances are being used 
and to take samples thereof; 


(d) the licensee shall keep a record of, and shall report to the licensing 
authority, the substances imported under the licence, together with 
the quantities imported, the date of importation and. the name 
of the manufacturer; , 


* Added under Government of India Notification No. F. 1-20/51-DS, dated 19th June, 1952. 
~tAmended under Government of India Notification No. F. 1-3/48-D,dated 15th September, 1949. 
- {Amended under Government of India Notification No. F. 1-13/51-DS, dated 30th April, 1952, 
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(e) the licensee shall comply with such further requirements, if any, 
applicable to the holders of licences for examination, test or analysis 
as may be specified in any rules subsequently made under Chapter 
Ill of the Act and of which the licensing authoritv has given to him 
not less than one month’s notice. 


34. Application for licence for examination, test or analysis.—(1) An appli- 
cation for a licence for examination, test or analysis shall be made in Form 
12 and shall be made or countersigned by the head of the institution in which, 
or by a proprietor or director of the company or firm by which the examina- 


tion, test or analysis wiil be conducted. 

(2) The licensing authority may require such further particulars to 
be supplied as he may consider necessary. 

35. Cancellation of licence for examination, test or analysis—(1) A licence 
for examination, test or analysis may be cancelled by the licensing authority 
for breach of any of the conditions subject to which the licence was issued. 


(2) A licensee whose licence has been cancelled may appeal to the Central 
Government within three months of the date of the order. 


36. Import of drugs for personal use—Small quantities of drugs, the import 
of which is otherwise prohibited under Section 10 of the Act, may be imported 
for personal use subject to the following conditions :— 


(i) The drugs shall form part of a passenger’s bona fide baggage and shall 
be the property of, and be intended for, the exclusive personal 
use of the passenger ; 

(ui) the drugs shall be declared to the Customs authorities if they so 
arect- 

(iii) the quantity of any single drug so imported shall not exceed one 
hundred average doses : 

Provided that the licensing authority may in an exceptional case in 

any individual case sanction the import of a larger quantity. 


37. Packing of paient or proprictary medicines.—(1) Patent or proprietary 
medicines shall be imported in containers intended for retail sale : 


Provided that such medicines may be imported otherwise than in con- 
tainers intended for retail sale by any person who holds a licence to import 
for the purpose of examination, test or analysis or a licence to manufacture 
1or sale or a licence to sell, stock and distribute, if such person has given notice 
to the licensing authority at any time within the twelve months previous to 
the date of import of his intention to import drugs under this proviso. 


(2) Retail sale includes sale to a hospital, dispensary or other institution. 


38. Statement to accompany imported drugs.—All consignments of drugs. 
sought to be imported shall be accompanied by an invoice or other statement. 
showing the name and address of the manufacturer and the names and quan-. 


tities of the drugs. 


39. Documents to be supplied to the Customs Collector —Before drugs for the 
import of which a licence is not required are imported a declaration signed 
by or on behalf of the manufacturer or by or on behalf of the importer that 
the drugs comply with the provisions of Chapter III of the Drugs Act, 1940: 
and the rules thereunder shall be supplied to the Customs Collector. 
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40. Procedure for drugs for the import of which a licence is not required.—(1) 
If the Customs Collector has reason to doubt whether any drugs, for the import 
of which a licence is not required comply with the provisions of Chapter III 
of the Act and rules thereunder he may, and if requested by an officer appointed 
for this purpose by the Central Government shall, take samples of any drugs 
in the consignment and forward them to the Director of the laboratory appoint- 
ed for this purpose by the Central Government and may detain the drugs 
in the consignment of which samples have been taken until the report of the 
Director of the said laboratory on such samples is received: 


Provided that if the importer gives an undertaking in writing not to 
dispose of the drugs without the consent of the Customs Collector and to 
return the consignment of such portion thereof as may be required, the Cus- 
toms Collector shall make over the consignment to the importer. 


(2) If an importer who has given an undertaking under the proviso to 
Sub-rule (1) is required by the Customs Collector to return the consignment 
or any portion thereof he shall return the consignment or portion thereof 
within ten days of receipt of the notice. 


41. (1) If the Director of the laboratory appointed for the purpose by 
the Central Government reports to the Customs Collector that the samples 
of any drug in a consignment are not of standard quality, or that the dru 
contravenes in any other respect the provisions of Chapter III of the Act 
or the rules thereunder and that the contravention is such that it cannot 
be remedied by the importer, the Customs Collector shall communicate 
the report forthwith to the importer who shall, within two months of his 
receiving the communication, either export all the drugs of that description 
in the consignment to the country in which they were manufactured or forfeit 
them to the Central Government which shall cause them to be destroyed : 


Provided that the importer may within fifteen days of receipt of the 
report make a representation against the report to the Customs Collector 
and the Customs Collector shall forward the representation with a further 
sample to the licensing authority, who after obtaining, if necessary, the report 


of the Director of the Central Drugs Laboratory, shall pass orders thereon 
which shall be final. 


(2) If the Director of the laboratory appointed for the purpose by the 
Central Government reports to the Customs Collector that the samples of 
any drug contravene in any respect the provisions of Chapter III of the Act 
or the rules theréunder and that the contravention is such that it can be 
remedied by the importer, the Customs Collector shall communicate the 
report forthwith to the importer and permit him to import the drug on his 
giving an undertaking in writing not to dispose of the drug without the per- 
mission of the officer authorized in this behalf by the Central Government. 


42. Procedure for drugs imported under licence.—Drugs for the import of 
- which a licence is required may be allowed to be imported if it is shown to 

the satisfaction of the Customs Collector that they are covered by a valid 
Import licence granted under these Rules. 


_ 43. The drugs specified in Schedule D shall be exempt from the provi- 
sions of Chapter III of the Act and of the Rules made thereunder to the 
extent, and subject to the conditions sepecified in that Schedule. 
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*43A. No drug shall be imported into India except through one of the 
following places, namely :— 


Ferozepore Cantonment and Amritsar Railway Stations : 
In respect of drugs imported by rail across the frontier with West 
Pakistan. 


Ranaghat, Bongaon and Mahiassan Railway Stations: 
In respect of drugs imported by rail across the frontier with East Pakis- 
tan. . 


Castle Rock Railway Station: 
In respect of drugs imported by rail across the frontier with Goa. 


Madras, Calcutta, Bombay and Cochin: 
In respect of drugs imported by sea into India. 


Madras, Calcutta, Bombay, Delhi and Ahmedabad: 
In respect of drugs imported by air into India. 


PART V.—GovERNMENT ANALYSTS AND INSPECTORS 


44. Qualifications of Government Analysts——A person who is appointed a 
Government Analyst under the Act shall be a person who— 


(a) is a graduate in medicine or chemistry of a university recognized 
for this purpose by the appointing authority and has had not less than three 
years’ post-graduate experience in the analysis of drugs in a laboratory under 
the control of (i) a Government Analyst appointed under the Act, (ii) a 
Chemical Examiner to Government, or (iii) a Fellow of the Royal Institute 
of Chemistry of Great Britain (Branch E), or (iv) the head of an institution 
specially approved for the purpose by the appointing authority ; or 


(b) has a first or second class degree in Pharmaceutical Chemistry or 
Pharmacy, or a post-graduate degree in Chemistry with Pharmaceutics as 
a special subject from a university recognized for the purpose by the appoint- 
ing authority and has had not less than two years’ post-graduate experience 
in the analysis of drugs in a laboratory under the control of (1) a Govern- 
ment Analyst appointed under the Act, (ii) a Chemical Examiner to Govern- 
ment, or (iii) a Fellow of the Royal Institute of Chemistry of Great Britain 
(Branch E), or (iv) the head of an institution specially approved for the 
purpose by the appointing authority ; or 

(c) is a Fellow of the Royal Institute of Chemistry of Great Britain 
(Branch E) : 

+Provided that for the purpose of examination of items 1 to 7, 11 and 
15 in Schedule C the person appointed shall be a graduate in medicine or 
science of a university recognized for the purpose by the appointing authority 
‘who can produce evidence of satisfactory training in physiology, bacterio- 
logy, serology and pathology and who has had not less than three years’ 
experience of testing biological products in items | to 7, 11 and 15 in Schedule 
‘C in an institution approved by Government : 


* Added under Government of India Notification No. 7-11/48-D, dated 5th October, 1951. 
+Amended by Government of India Notification No. F. 18-1/46-D, dated 18-6-1948 


and No. F. 7-14/47-D, dated 12-3-1951. 
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Provided further that for a period of four years from the date on which 
‘Chapter IV of the Act takes effect in the State, persons whose qualifica- 
tions, training and experience are regarded by the appointing authority as 
affording subject to such further training, if any, as may be considered neces- 
‘sary, a reasonable guarantee of adequate knowledge and competence may 
be appointed as Government Analysts : 


Provided further that no person shall be appointed for any area who is 
‘engaged directly or indirectly in any trade or business connected with the 
‘sale of drugs. 


45. Duties of Government Analysts—(1) The Government Analyst shall 
cause to be analysed or tested such samples of drugs as may be sent to him 
_ by Inspectors or other persons under the provisions of Chapter IV of the 
Act and shall furnish reports of the results of test or analysis in accordance 
‘with these Rules. ; 


(2) A Government Analyst shall from time to time forward the Govern- 
ment reports giving the result of analytical work and research with a view 
to their publication at the discretion of Government. 


46. Procedure on receipt of sample.—On receipt of a package from an Ins- 
pector containing a sample for test or analysis, the Government Analyst 
shall compare the seals on the packet with the specimen impression received 
separately and shall note the condition of the seals on the package. After 
the test or analysis has been completed, he shall forthwith supply to the Ins- 
pector a report in triplicate in Form 13 of the result of the test or analysis, 
together with full protocols of the tests applied : 


*Provided that no protocols of tests shall be supplied in the case of patent 
and proprietary medicines registered at the Central Drugs Laboratory. 


47. Report of result of test or analysis.—An application from a purchaser 
for test or analysis of a drug under Section 26 of the Act shall be made in 
Form 14-A and the report of test or analysis of the drug made on such appli- 
‘cation shall be supplied to the applicant in Form 14-B. 


48. Fees.—The fees to be paid by a person submitting to the Govern- 
ment Analyst under Section 26 of the Act for test or analysis of a drug pur- 
‘chased by him shall be those specified in Schedule B. 


49. Qualrfications of Inspectors.—A person who is appointed an Inspector 
under the Act shall be a person who— 


(a) has a degree in Pharmacy or Pharmaceutical Chemistry or a post- 
graduate degree in Chemistry with Pharmaceutics as a special subject of a 
university recognized for this purpose by the appointing authority; or 


f (aa) holds the Pharmaceutical Chemists diploma granted by the 
Pharmaceutical Society of Great Britain; or 


(b) is a Member of the Pharmaceutical Society of Great Britain; or 


(c) is a graduate in medicine or science of a university recognized for 
this purpose by the appointing authority and has had at least one year’s post- 
graduate training in a laboratory under (1) a Government Analyst appointed 
SPRUE TR po SS a i ee, 
* Amended by Government of India Notification No. F, 1-3/47-D, dated 28-12-1949, 

} Added under Government of India Notification No. F. 1-14/48-D, dated 7-4-1952. 
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under the Act, or (ii) a Chemical Examiner, or (iii) a Fellow of the Royal 


Institute of Chemistry of Great Britain (Branch E), or (iv) the head of an 
institution specially approved for the purpose by the appointing authority : 


Provided that only those Inspectors who have had not less than three 
years’ experience in the manufacture and testing of substances specified in 
Schedule C in a laboratory approved for this purpose by the licensing autho- 
rity, shall be authorized to inspect the manufacture of items mentioned in 


Schedule C: 


Provided further that for a period of four years from the date on which 
Chapter IV of the Act takes effect in the States, persons whose qualifica- 
tions, training and experience are regarded by the appointing authority as 
affording, subject to such further training, if any, as may be considered neces- 
sary, a reasonable guarantee of adequate knowledge and competence, may 
be appointed as Inspectors and authorized under the preceding proviso : 


Provided further that for the purposes of inspection of retail shops in 
any specified area any officer of the medical or public health department 
who is a registered medical practitioner or a graduate in science may be 
appointed an ex-officio Inspector. 


50. All Inspectors in a State shall be under the control of an officer 
appointed in this behalf by the Chief Commissioner (hereafter referred to as 
the controlling authority). 


51. Duties of Inspectors of premises licensed for sale-—Subject to the instruc- 
tions of the controlling authority, it shall be the duty of an Inspector autho- 
rized to inspect premises licensed for the sale of drugs— 


(1) to inspect not less than twice a year all establishments licensed for 
he sale of drugs within the area assigned to him; 


(2) to satisfy himself that the conditions of the licences are being observed ; 


(3) to procure and send for test or analysis, if necessary, samples of any 
drugs which he has reason to suspect are being sold or stocked or exhibited 
for sale in contravention of the provisions of the Act or rules thereunder; 


(4) to investigate any complaint in writing which may be made to him; 


(5) to institute prosecutions in respect of breaches of the Act and rules 
thereunder ; 


(6) to maintain a record of all inspections made and action taken by 
him in the performance of his duties, including the taking of samples and 
the seizure of stocks, and to submit copies of such record to the controlling 


authority ; 


(7) to make such enquiries and inspections as may be necessary to detect 
the sale of drugs in contravention of the Act; 


(8) when so authorized by the Chief Commissioner, to detain imported. 
packages which he has reason to suspect contain drugs, the import of which 


is prohibited. 


| a" 
52. Duties of Inspector’s specially authorized to inspect the manufacture of drugs.-— 


‘Subject to the instructions of the controlling authority, it shall be the duty 
of an Inspector authorized to inspect the manufacture of drugs— 


(1) to inspect not less than twice a year, all premises licensed for manu- 
facture of drugs within the area allotted to him and to satisfy himself that 
the conditions of the licence and provisions of the Act and rules thereunder 
are being observed; 


(2) in the case of establishments licensed to manufacture products speci- 
fied in Schedules GC and C(1) to inspect the plant and the process of manu- 
facture, the means employed for standardizing and testing the drug the 
methods and place of storage, the technical qualifications of the staff employed 
and all details of location, construction and administration of the establish- 
ment likely to affect the potency or purity of the product; 


(3) to send forthwith to the controlling authority after each inspection 
a detailed report indicating the conditions of the licence and provisions of 
the Act and rules thereunder which are being observed and the conditions 
and provisions, if any, which are not being observed; 


(4) to take samples of the drugs manufactured on the premises and 
‘send them for test or analysis in accordance with these rules; 


(9) to institute prosecutions in respect of breaches of the Act and Rules 
thereunder. 


53. Prohibition of disclosure of information—Except for the purposes of 
official business or when required by a court of law, an Inspector shall not, 
‘without the sanction in writing of his official superior, disclose to any person 
any information acquired by him in the course of his official dutiés. 


94. Form of order not to dispose of Stock.—An order in writing by an Inspec- 
tor under clause (c) of Section 22 of the Act requiring a person not to dispose 
of any stock in his possession shall be in Form 15. 


99. Form of receipt for seized drug.—A receipt by an Inspector for the stock 
of any drug seized under clause (c) of Section 22 of the Act, shall be in Form 16. 


96. Form of intimation of purpose of taking sample-—-Where an Inspector 
takes a sample of a drug for the purpose of test or analysis, he shall intimate 
‘such purpose in writing in Form 17 to the person from whom he takes it. 


57. Procedure for despatch of sample to Government Analyst.— 


(1) The portion of sample or the container sent by an Inspector to the 
‘Government Analyst for test or analysis under sub-section (4) of Section 23 
-of the Act shall be sent by registered post or by hand in a sealed packet, enclos- 
ed together with a memorandum in Form 18, in an outer cover addressed 
to the Government Analyst. 


(2) A copy of the memorandum and a specimen impression of the seal 
used to seal the packet shall be sent to the Government Analyst separately 
by registered post or by hand. ; 

98. Confiscation of drugs.—When any person has been convicted under 
‘Chapter IV of the Act for contravening the provisions of Sub-clause (i) of 
clause (a) of Section 18 of the Act or of Rule 110, the stock of the drug in 
respect of which the contravention has been made shall be liable to confis- 
‘Cation. 
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PART VI.—SALE or Drugs 


59. (1) The Chief Commissioner shall appoint licensing authorities for 
the purpose of this Part for such areas as may be specified. 


(2) Applications for licences to sell, stock and exhibit for sale, and dis- 
tribute drugs shall be made in Form 19 *or 19-A to the licensing authority, 
and shall be accompanied by a fee of rupees five. 


T(3) A fee of rupees two shall be paid for a duplicate copy of a licence: 
issued under this Rule, if the original is defaced, damaged or lost : 


Provided that if the applicant fails to apply for a fresh licence before 
the expiry of the licence in force, the fee for the fresh licence shall be rupees. 
ten. 


60. A licensing authority may with the approval of the Central Govern-- 
ment by an order in writing delegate the power to sign licences and such 
other powers as may be specified in the order to any other person under his. 
control. 


61. Forms of licences to sell drugs.— 


(1) A licence to sell, stock and exhibit for sale, and distribute drugs: 
other than drugs specified in Schedule C shall be issued in Form 20 *or 20-A. 


(2) A licence to sell, stock and exhibit for sale and distribute drugs: 
specified in Schedule C shall be issued in Form 21 *or 21-A. 


62. Sale at more than one place.—If drugs are sold or stocked for sale at 
more than one place, separate application shall be made, and a separate 
licence shall be issued, in respect of each such place. 


tProvided that this shall not apply to itinerant vendors who have no 
specified place of business and who will be licensed to conduct business in a. 
particular area within the jurisdiction of the licensing authority. 


$62-A. Restricted licences in Forms 20-A and 21-A.— 


(a) Restricted licences in Forms 20-A and 21-A shall be issued, subject. 
to the discretion of the licensing authority, to dealers or persons in respect 
of drugs whose sale does not require the supervision of a qualified person. 


(b) Licences to itinerant vendors shall be issued only in exceptional 
circumstances for bona fide travelling agents of firms dealing in drugs or for 
a vendor who purchases drugs from a licensed dealer for distribution in 
sparsely populated rural areas where other channels of distribution of drugs. 
are not available. 


(c) The licensing authority may issue a licence in Form 21-A to a travel- 
ling agent of a firm but to no other class of itinerant vendors for the specific 
purpose of distributing to medical practitioners or dealers samples of biolo- 
gical and other special products specified in Schedule C : 


Provided that travelling agents of licensed manufacturers, agents of 
such manufacturers and of importers of drugs shall be exempted from taking 


— 


* Amended by Government of India Notification No. F. 10-21 /49-D, dated 10-3-1953. 
+ Added under Government of India Notification No. F. 1-48/47-D, dated 12-10-1949, 
t Added under Government of India Notification No. F. 10-21/49-D, dated 10-3-1953. 
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out licence for the free distribution of samples of medicines among members 
of the medical profession, hospitals, dispensaries and the medical institutions 


or research institutions. 


63. Duration of licences—Licences to sell drugs shall, unless sooner sus- 
pended or cancelled, be in force for two years from the date of issue : 


Provided that if application for a fresh licence is made before the expiry 
of the period of validity of the licence, the licence shall continue to be in 
force until orders are passed on the application. 

64. Condition to be satisfied before a licence in Form 21 1s granted.—A licence 
‘7 Form 21 for the sale of biological and other special products specified in 
Schedule C shall not be granted unless the authority empowered to issue the 
licence is satisfied that the premises to be licensed are equipped with proper 
storage accommodation for preserving the properties of the drugs to which 
the licence applies. 


65. Conditions of licences—Licences in Form #90, 20-A, 21, and 21-A shall 
be subject to the conditions stated therein and to the following general condi- 
tions. — 

(1) Any drug specified in Schedule E or any preparation containing 
any such drug and any drug supplied on the prescription ofa registered medical 
practitioner shall, if compounded or made up on the licensee’s premises, be 
compounded or made up by or under the direct and personal supervision of 
a qualified person. | 

(2) The supply, otherwise than by way of wholesale dealing, of a drug 
specified in Schedule E or any preparation containing any such drug, and of 
any drug supplied on the prescription of a registered medical practitioner shall 
be effected only by or under the personal supervision of a qualified person : 

Provided that this condition shall not apply to the sale of a preparation 
containing a drug specified in Schedule E supplied otherwise than on the 
prescription of a registered medical practitioner if the preparation has been 
made up for sale in a container elsewhere than on the premises and the container 
has not been opened since the time when the preparation was made up for 
sale therein. 


(3) The supply of any drug on the prescription of a registered medical 
practitioner shall be recorded at the time of supply in a prescription register 
specially maintained for the purpose and the serial number of the entry in the 
register shall be entered on the prescription. ‘The following particulars shall 
be entered in the register :— 


(a) Serial number of the entry; 

(b) the date of supply; 

(c) the name and address of the prescriber ; 
(d) the name of the patient; 


(e) the name of the drug or preparation and the quantity or in the case 
of a medicine made up by the licensee, the ingredients and quantities thereof; 


~ “f) if the drug is a drug specified in Schedule C, the name of the manu- 
facturer, the batch number and the date recorded on the container, label, 
or wrapper as the date up to which the substance may be expected to retain 
a potency not less than or not to acquire a toxicity greater than, that required 
or permitted by the prescribed test; 


* Amended by Government of India Notification No. F. 10-21/49-D, dated 10-3-1953. 
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(g) the signature of the qualified person by or under whose supervision 
the medicine was made up and supplied : 


Provided that if the medicine is supplied on a prescription on which the 
medicine has been supplied on a previous occasion, it shall be sufficient if the 
entry in the register includes a serial number, the date of supply, the quantity 
supplied and a sufficient reference to an entry in the register recording the 
dispensing of the medicine on a previous occasion. 


(4) The supply ofa drug specified in Schedule E or preparation containing 
any such drug or of a drug specified in Schedule C shall be recorded at the 
time of supply in a register specially maintained for the purpose in which 
the following particulars shall be entered :— 

(a) Serial number of the entry; 

(b) the date of supply; 

(c) the name and address of purchaser; 


(d) the name of the drug or preparation and the quantity thereof; 


(e) if the drug is a drug specified in Schedule C, the name of the manu- 
facturer and the batch number; 


(f) the signature of the person under whose supervision the sale was 
effected : 


Provided that this condition shall not apply to supply on the prescrip- 
tion of a registered medical practitioner or by way of wholesale dealing. 


(5) Record shall be maintained of all purchases and sales by way of 
wholesale dealing of drugs specified in Schedule C and such records shall 
include the following particulars :— ' 


(a) the dates of purchase and sale; 


(b) the names and addresses of the concerns from which purchased 
and the concerns to which sold; | 


(c) the names of the drugs, the quantities and the batch numbers; 
(d) the name of the manufacturer. 


Such record shall be preserved for three years from the date of the sale 
of the drug. 


(6) The licensee shall produce for inspection by an Inspector appointed 
under the Act on demand all registers and records maintained under these 
rules, and shall supply ta the Inspector such information as he may require 
for the purpose of ascertaining whether the provisions of the Act and rules 
thereunder have been observed. 


(7) Except where otherwise provided in these rules, all registers and 
records maintained under these rules shal] be preserved for a period of not 
less chan two years from the date of the last entry therein. 


(8) Notwithstanding anything contained in this rule it shal] not be 
necessary to record any particulars in a register specially maintained for 
the purpose if the particulars are recorded in any other register specially 
maintained under any other law for the time being in force. 
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*(9) Substances specified in Schedule H and preparations containing 
‘such substances shall not bé sold by retail except on and in accordance with 
-a prescription of a registered medical practitioner : 


Provided that no prescription shall be required for sale or supply to a 
‘registered medical practitioner, hospital, infirmary or an institution approved 
by an order of a licensing authority. 


(10) For the purposes of clause (9) a prescription shall— 


(a) be in writing and be signed by the person giving it with his usual 
‘signature and be dated by him; 


(b) specify the name and address of the person for whose treatment 
‘it is given; 


(c) indicate the total amount of the medicine to be supplied and the 
dose to be taken. 


(11) The person dispensing a prescription containing a drug specified 
‘in Schedule H shall comply with the following requirements in addition to 
other requirements of these Rules :— 


(a) the prescription must not be dispensed more than once unless the 
prescriber has stated thereon that it may be dispensed more than once; 


(b) if the prescription contains a direction that it may be dispensed a 
‘stated number of times or at stated intervals it must not be dispensed other- 
‘wise than in accordance with the directions ; 


(c) at the time of dispensing there must be noted on the prescription 
-above the signature of the prescriber the name and address of the seller and 
the date on which the prescription is dispensed. ad 


(12) Substances specified in Schedule E kept in a retail shop or premises 
‘used in connection therewith shall be stored— 


(a) in a cupboard or drawer reserved solely for the storage of poisons, or 


| (b) in a part of the premises separated from the remainder of the premises 
-and to which customers are not permitted to have access. 


% 


(13) Substances specified in Schedule E shall be kept in containers 
impervious to the poison and sufficiently stout to prevent leakage arising 
from the ordinary risks of handling and transport. 


(14) A substance specified in Schedule E sold by retail shall be labelled 
with word “Poison” in such language or languages as the Chief Commis- 
‘sioner may prescribe by notification in the official Gazette. 


(15) The description ‘Chemist’, ‘Druggist”, ‘Chemist and Drug- 
gist”, “Pharmacy”, ‘Pharmacist’, ‘‘Pharmaceutist’’, ‘Dispenser’, ‘‘Dis- 
pensing Chemist”, “Dispensary”, ‘Pharmaceutical Chemist” or any com- 
bination of such words, whether in conjunction with other words, or other- 
wise, shall not be used by the licensee in any advertisement or on any label, 
‘signboard or name plate or otherwise in connection with the sale of drugs 
by retail unless the premises are under the personal supervision of a qualified 
"person. 


* Amended by Government cf India Notification No. F. 1-31/47-D, dated 13-3-1950. 
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Explanation —For the purposes of this Rule, “qualified person’ 
a person who :— ; 


bf 


means. 


(a) holds a degree or diploma in pharmacy or pharmaceutical chemistry, . 
of an Institution approved by the licensing authority, or 


(b) is a Member of the Pharmaceutical Society of Great Britain, or 


(c) has had not less than four years’ practical experience of dispensing” 
which is in the opinion of the licensing authority adequate, and has been 
approved by that authority as a qualified person. 


66. Cancellation and suspension of licences.— 


(1) The licensing authority may, after giving the licensee an opportu- 
nity to show cause why such an order should not be passed by an order in 
writing stating the reasons therefor, cancel a licence issued under this Part _ 
or suspend it for such period as he thinks fit, either wholly or in respect of 
some of the substances to which it relates, if, in his opinion, the licensee has 


failed to comply with any of the conditions of the licence or with any provisions. 
of the Act or Rules thereunder : 


Provided that if such fxilure or contravention is the consequence of an: 
‘act or omission on the part of an agent or employee, the licence shall not be: 
cancelled or suspended unless the licensing authority is satisfied : 


(a) that the act or omission was instigated or connived at by the owner 
of the business or, if the owner is a firm or company, by a partner of the firm 
or a director of the company; or 


(b) that the owner of the business or an agent or employee of the owner” 
had been guilty of a similar act or omission within twelve months before the 
date on which the act or omission in question took place and that the owner” 
had, or reasonably ought to have had, knowledge of that previous act¥or 
omission; or 


(c) if the act or omission was a continuing act or omission, that the 
owner of the business had or reasonably ought to have had, knowledge of 
that previous act or omission; or 


(d) that the owner of the business had not used due diligence to ensure 
that the conditions of the licence or the provisions of the Act or the Rules. 
thereunder were observed. 


(2) A licensee whose licence has been suspended or cancelled may appeal 
to the district judge of the district in which the right of appeal accrues or if” 
there is no district judge of that district such judicial officer as the Central 
Government may appoint in this behalf within three months of the date of | 
the order. 


67. The warranty referred to in Sub-section (3), Section 19 of the Act. 
shall be either in Form 22 or in Form 23. 


PART VII.—MANUFACTURE FOR SALE 


68. Manufacture on more than one set of premises.—If drugs are manufac~- 
tured on more than one set of premises a separate application shall be made 
and a separate licence shall be issued in respect of each such set of premises.. 


mf 


69. Applications for licence to manufacture drugs other than special products.— 

(1) Applications for the grant or renewal of licences to manufacture for 
saie drugs other than those specified in Schedules C and C(1) shall be 
made to the licerising authority appointed by the Chief Commissioner for the 
purposes of this Part (hereafter in this Part referred to as the licensing 
authority) in Form 24 and shall be accompanied by a fee of rupees twenty. 


*(2) A fee of rupees five shall be paid for a duplicate copy of a licence 
issued under this Rule, if the original is defaced, damaged or lost. 


70. Form of licence to manufacture drugs other than special products.—Licences. 
to manufacture for sale drugs other than those specified in Schedules C and 
C(1) shall be issued in Form 25. 


71. Conditions to be satisfied before a licence is granted—A licence in Form 
25 shall not be granted or renewed unless the licensing authority is satisfied 
that the manufacture will be conducted under the active direction and personal 
supervision of a competent technical staff consisting of at least one person 


who is— 


(1) a graduate in Pharmacy or Pharmaceutical Chemistry of a university 
recognized by the Central Government for the purposes of this Rule, or 

(2) a graduate in science who for the purposes of his degree has studied 
chemistry as a principal subject and has had at least two years’ practical 
experience in the manufacture of drugs, or 

(3) a person whose general training, knowledge of chemistry and practical 
experience, extending over not less than three years, in the manufacture of 
drugs are in the opinion of the licensing authority adequate. 


72. Duration of licence—A licence in Form 25 shall unless sooner sus- 
pended or cancelled, be in force for a period of two years from the date of 
issue and may thereafter be renewed for periods of two years at a time : 


Provided that if application for renewal is made before the expiry of 
the period of validity of a licence, the licence shall continue in force until 
orders are passed on such application. 


73. Certificate of renewal.—The certificate of renewal of a licence in Form. 
25 shall be issued in Form 26. 


74. Condition of licence—A licence in Form 25 shall be subject to the 
conditions stated therein and to the following conditions :— 

(a) The licensee shall provide and maintain an adequate staff and 
adequate premises and plant for the proper manufacture and storage of the 
substances in respect of which the licence is issued; 

(b) the licensee shall comply with the provisions of the Act and of these 
Rules and with such further, requirements, if any, as may be specified in 
any rules subsequently made under Chapter IV of the Act, of which the 
licensing authority has given the licensee not less than four months’ notice; 


(c) the licensee shall allow any Inspector authorized by the licensing 
authority in that behalf to enter, with or without prior notice, any premises 
where the manufacture of a substance in respect of which the licence is issued 
is pier: on, to inspect the premises and to take samples of the manufactured. 
product 5 


_—_— 


* Added under Government of India Notification No. F. 1-48/47-D, dated 12-10-1949. _ 
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(d) the licensee shall allow an Inspector to inspect all registers and 
records maintained under these rules and shall supply to the Inspector such 


information as he may require for the purpose of ascertaining whether the 
provisions of the Act and Rules thereunder have been observed. 


75. Form of application for licence to manufacture drugs specified in Schedules 
C' and C(1).—(1) Applications for the grant or renewal of licences to manu- 
facture drugs specified in Schedules C and C(1) shall be made to the licensing 
authority in Form 27 and shall be accompanied by a fee of rupees twenty 
and an inspection fee of rupees one hundred. 


_ *(2) A fee of rupees five shall be paid for a duplicate copy of a licence 
issued under this rule, if the original is defaced, damaged or lost. 


_ 16. Form of licence to manufacture drugs specified in Schedules C and C(1).— 
Licences to manufacture for sale rugs specified in Schedules C and C(1) 
‘shall be issued in Form 28. fy 


77. Duration of licence.—A licence in Form 28 shall, unless sooner cancelled 
or suspended, be in force for a period of two years from the date of issue, 
and may thereafter be renewed for periods of two years at a time : 


Provided that if application for renewal is made before the expiry of 
the period of validity of a licence, the licence shall continue in force until 
orders are passed on the application. 


78. Conditions of licence—A licence in Form 28 shall be subject to the 
‘special conditions, if any, set out in Schedule F which relate to the substance 


in respect of which the licence is granted and to the following general condi- 
tions :— 


(a) (i) The licensee shall provide and maintain an adequate staff and 
adequate premises and plant for the proper manufacture and storage of the 
‘substances in respect of which the licence is issued: (11) without prejudice 
to the generality of the foregoing requirement, every holder of a licence who 
for any purpose engages in the culture or manipulation of pathogenic spore- 
bearing micro-organisms shall provide to the satisfaction of the licensing 
authority separate laboratories and utensils and apparatus required for the 
culture or manipulation of such micro-organisms, the laboratories, utensils 


and apparatus so provided not being used for the manufacture of any other 
“substance; 


(b) the licensee shall either (i) provide and maintain an adequate 
staff and adequate premises and plant for carrying out such tests of the strength, 
‘quality and purity of the substance as may be required to be carried out by 
him under the provisions of Part X of these Rules, including proper housing 
for animals used for the purpose of such tests or (ii) make arrangements with 
‘some institution approved by the licensing authority for such tests to be regu- 
larly carried out on his behalf by that institution; 


(c) the licensee shall keep records of the details of manufacture of each 
batch of the substance which is issued for sale and of the application of the 
tests thereto in such form as to be available for inspection and to be easily 
identified by reference to the number of the batch as shown on the label of 
each container, and such records shall be retained in the case of a substance 
for which a potency date is fixed, for a period of two years from the expiry 
of such date and in the case of other substances for a period of ten years; 


* Added under Government of India Notification No. F. 1-48/47-D, dated 12-10-1949. 
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(d) the licensee shall allow any Inspector, authorized by the licensing 
authority in that behalf, to enter, with or without prior notice, any premises 
where the manufacture is carried on and to inspect the premises, and, in 
the case of substances specified in Schedules C and C(1), to inspect the plant 
and the process of manufacture and the means employed for standardizing 
and testing the substance ; 


(e) the licensee shall allow an Inspector authorized by the licensing 
authority under the provisions of condition (d) above to inspect all registers 
and records maintained under these rules and to take samples of the manu-. 
factured product and shall supply to such Inspector such information as he 
may require for the purpose of ascertaining whether the provisions of the 
Act and Rules thereunder have been observed; 


(f) the licensee shall from time to time report to the licensing authority 
any changes in the expert staff responsible for the manufacture or testing of 
the substance and any material alterations in the premises or plant used for 
that purpose which have been made since the date of the last inspection made. 
on behalf of the licensing authority before the issue of the licence; 


(g) the licensee shall on request furnish to the licensing authority or 
such other authority as the licensing authority may direct from every batch 
of the substance, or from such batch or batches as the licensing authority 
may from time to time specify, a sample of such amount as the authority 
may consider adequate for any examination required to be made and the 
licensee shall, if so required, furnish full protocols of the tests which have 
been applied; 


(h) if the licensing authority so directs, the licensee shall not sel] or 
offer for sale any batch in respect of which a sample is, or protocols are fure. 
nished under the last preceding sub-paragraph until a certificate authorizing 
the sale of the batch has been issued to him by or on_ behalf of the licensing 
authority; 


(i) the licensee shall on being informed by the licensing authority that 
any part of any batch of the substance has been found by the licensing autho- 
rity not to conform with the standards of strength, quality or purity specified 
in these rules and on being directed so to do, withdraw the remainder of 
that batch from sale and so far as may in the particular circumstances of the 
case be practicable, recall all issues already made from that batch : 


(j) no drug manufactured under the licence shall be sold unless the 
precautions necessary for preserving its properties have been observed through- 
out the period after manufacture; 


(k) the licensee shall comply with the provisions of the Act and of these 
rules and with such further requirements, if any, as may be specified in any 
Rules subsequently made under Chapter IV of the Act, of which the licensing 
authority has given the licensee not less than four months’ notice. i 


79. Inspection before grant of licence.—Before a licence in Form 28 is issued 
the licensing authority shall cause the establishment on which the manufac. 
ture is proposed to be conducted to be inspected by one or more Inspectors 
appointed by it for the purpose, and the Inspector or Inspectors shall examine 
all portions of the premises and the plant and appliances, inspect the process. 
of manufacture intended to be employed and the means to be employed for 
standardizing and testing the substances to be manufactured and enquire 
jnto the professional qualifications of the technical staff to be employed. 
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80. Report by Inspector—The Inspector or Inspectors shall forward to 
the licensing authority a detailed descriptive report of the result of the inspec- 
tion. 


81. Procedure of licensing authority.— 
(1) If the licensing authority, after such further enquiry, if any, as he 


may consider necessary, is satisfied that the requirements of the Rules under 
the Act have been complied with and that the conditions of the licence and 


the Rules under the Act will be observed, he shall issue a licence in Form 28. 


(2) If the licensing authority is not so satisfied, he shall reject the appli- 
cation and shall inform the applicant of the reasons for such rejection and 
of the conditions which must be satisfied before a licence can be granted 
and shall supply the applicant with a copy of the inspection report. 


82. Further application after rejectionIf within a period of six months 
from the rejection of an application for a licence the applicant informs the 
licensing authority that the conditions laid down have been satisfied and 
deposits an inspection fee of rupees thirty, the licensing authority may, if 
after causing a further inspection to be made, he is satisfied that the condi- 
tions for the grant of a licence have been complied with, issue a licence in 


Form 28. 


83. Renewal.—On application being made for renewal, the licensing 
authority may cause an inspection to be made and, if satisfied that the condi- 
tion of the licence and the rules under the Act are, and will continue to be 
observed, shall issue a certificate of renewal in Form 26. r 


84. The provisions of this part shall apply to the manufacture of drugs 
for sale notwithstanding that such drugs are manufactured for sale outside 


India. 


85. Cancellation and suspension of licences.— 


(1) The licensing authority may, after giving the licensee an oppor- 
tunity to show cause why such an order should not be passed, by an order 
in writing stating the reasons therefor, cancel a licence issued under this Part 
or suspend it for such period as he thinks fit, either wholly or in respect of 
some of the substances to which it relates, if, in his opinion, the licensee has 
failed to comply with any of the conditions of the licence or with any provision 
of the Act or Rules thereunder. | 


(2) A licensee whose licence has been suspended or cancelled may appeal 
to the district judge of the district in which the right of appeal accrues or 
if there is no district judge of that district such judicial officer as the Central 
Government may appoint in this behalf within three months of the date of 


the order. 


PART VIII.L-MANUFACTURE FOR EXAMINATION, TEsT OR ANALYSIS 


86. Conditions relating to manufacture for examination, test or analysis.—The 
provisions of Section 18 of the Act shall not apply to the manufacture 
of any drug in small quantities for the purpose of examination, test or analysis 
if the conditions prescribed in this Part are fulfilled. 


87. Labelling.—Any drug manufactured for the purpose of examination, 
test or analysis shall be kept in containers bearing labels indicating the purpose 
for which it has been manufactured. 
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88. Labelling of drugs supplied to other persons.—If any drug manufactured 
for the purpose of examination, test or analysis is supplied by the manufac- 
turer to any other person, the container shall bear a label on which shall be 
‘stated the name and address of the manufacturer, the accepted scientific 
name of the substance if known, or if not known a reference which will enable 
the substance to be indentified and the purpose for which it has been manu- 
factured. | 


89. Licence.-If the person proposing to manufacture a drug for the 
‘purpose of examination, test or analysis does not hold a licence in Form 25 
or Form 28 in respect of such drug he shall, before commencing such manu- 
facture, obtain a licence in Form 29. 


90. Form of application—An application for a licence in Form 29 shal] 
be made to the licensing authority appointed by the Chief Commissioner 
for the purposes of this Part (hereafter in this Part referred to as the licensing 
authority) in Form 30 and shall be made by or countersigned by the head 
of the institution in which, or a director of the firm or company by which 
the substance will be manufactured. ; é 


91. Duration of licence.—A licence in Form 29 shall, unless sooner can- 
celled, be in force for a period of one year form the date of issue, and may 
thereafter be renewed for periods of one year at a time. 


92. Conditions of licence—A licence in Form 29 shall be subject to the 
‘following conditions :— 


(a) The licensee shall use the drugs manufactured under the licence 
-exclusively for purpose of examination, test, or analysis, and shall carry on 
the manufacture and examination, test or analysis at the place Specified in 
the licence; 


(b) the licensee shall allow any Inspector authorized by the licensing 
-authority in that behalf to enter, with or without notice, the premises where 
the drugs are manufactured and to satisfy himself that only examination 
.test or analysis work is being conducted; : 


(c) the licensee shall keep a record of the quantity of drugs manufactured 
‘for examination, test or analysis and of any person or persons to whom the 
-drugs have been supplied; 


(d) the licensee shall comply with such further requirements, if any 
applicable to the holders of licences in Form 29 as may be specified in any 
Rules subsequently made under the Act and of which the licensing authority 
has given him not less than one month’s notice. 


93. Cancellation of licences.— 


(1) The licensing authority may after giving the licensee an opportunity 
to show cause why such an order should not be passed, by an order in writing 
stating the reasons therefor, cancel a licence issued under this Part, either 
wholly or in respect of some of the substances to which it relates, if, in his 
opinion, the licensee has failed to comply with any of the conditions of the 

licence or with any provision of the Act or Rules thereunder. 

(2) A licensee whose licence has been cancelled may appeal to the district 
_Judge of the district in which the right of appeal accrues or if there is no 
district judge of that district such judicial officer as the Central Government 
‘may appoint in this behalf within three months of the date of the order, 
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PART IX.—LABELLING AND PACKING 


94. Exemption of certain drugs from certain provision of this Part.—- 


(1) The provisions of this Part shall not apply to a drug sold for export 
to a place outside India. 


(2) The provision of Rules 96 to 101 inclusive shall not apply to a medicine 
made up ready for treatment, whether after or without dilution, which is: 
supplied on the prescription of a registered medical practitioner by a person 
licensed under these Rules to sell drugs, provided that if the medicine contains. 
a substance specified in Schedule E, the following conditions are satisfied :— 


(a) The medicine shall be labelled with the name and address of the 
licensee by whom it is supplied. 


(b) If the medicine is for external application, it shall be labelled in 
the manner prescribed in Rule 98 with the word ‘Poison” and with the 
words ‘‘For external use only”’. 


(c) If the medicine is for internal use, it shall be labelled with the dose. 
(d) Condition (3) of the conditions in Rule 65 shall be satisfied. 


95. Prohibition of sale or distribution unless labelled—Subject to the other 
provisions of these Rules, no person shall sell or distribute any drug (including 
a patent or proprietary medicine) unless it is labelled in accordance with 
these Rules. 


96. Manner of labelling —(1) Subject to the other provisions of these 
Rules, the particulars. with which the container of any drug is required to. 
be labelled under this Part shall appear in a conspicuous position on the 
innermost container in which the drug is packed and on every other covering 
in which that container is packed : | 


Provided that when the drug is contained in an ampoule it shall only 
be necessary, except where otherwise provided in these rules, to label the 
ampoule itself with (1) the name and quantity of the drug and (2) the name 
of the manufacturer. 


(2) Nothing in these Rules shall be deemed to require the labelling 
of any transparent cover or of any wrapper, case or other covering used solely 
for the purpose of packing, transport or delivery. 


(3) Where by any provision of these Rules any particulars are required 
to be displayed on a label on the container, such particulars may, instead of 
being displayed on a label, be etched, painted or otherwise indelibly marked 
on the container : 


~ *Provided that, except where otherwise provided in these Rules, the 
name of the drug or any distinctive letters intended to refer to the drug ‘shall 
not be etched, painted or otherwise indelibly marked on any glass container 
other than ampoules. 


97. Labelling of medicines—(1) The container of a medicine for internal 
use made up ready for the treatment of human ailments shall :— 


(a) if it contains a substance specified in Schedule E d , 
in Schedule G, Be labelled with the word Aes O° nn 


* Amended by Government of India Notification No. F. 1-14/47-D, dated 20-12-49. 
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(b) if it contains a substance specified in Schedule G, be labelled with 
the words “Caution. It is dangerous to take this preparation except under 
medical supervision.” 


*(c) if it contains a substance specified ‘n Schedule H, it shall be labelled 
with the words : 


“SCHEDULE H. DRUG 


W arnng.—To be sold by retail on the prescription of a Registered Medical 
Practitioner only.” 


(2) The container of an embrocation, liniment, lotion, liquid antiseptic 
or other liquid medicine for external application, which is made up ready 
for the treatment of human ailments, shall, if the medicine contains a subs- 
_ tance specified in Schedule E, be labelled with the words “Poison. For ex- 
ternal use only”’. 


(3) The container of a medicine made up ready for the treatment of 
animals shall, if the medicine contains a substance specified in Schedule E, 
be labelled with the words “Poison. For animal treatment only”’. 


(4) The container of a medicine which is not made up ready for treat- 
ment shal‘, if the medicine contains a substance specified in Schedule E, 
be labelled with the word ‘“‘Poison’’. 


Explanation—A medicine shall be deemed to be made up ready for 
treatment if it is made up and labelled with a dose ready for use, whether 
after or without dilution. 


98. Manner of labelling —The words with which a container of a medicine 
is required to be labelled under Rule 97 shall— 


(a) if the medicine contains a substance specified in Schedule E either 
be in red lettering or be set against a red background, and 


(b) in all cases shall either be on a separate label or be surrounded, 
by a line within which there shall be no other words except words with which 
the container is required to be labelled under these Rules. 


99. Labelling with the name and address of seller—The container of any 
substance specified in Schedule E, or preparation containing such substance 
shall be labelled with the name and address of the seller and the address of 
the premises on which it was sold : 


Provided that when the substance or preparation is sold in a container 
_ and outer covering, it shall be sufficient if the name and address of the seller 
appears either on the container or on the outer covering : 


_ Provided further that when the substance or preparation is supplied 
from a warehouse or depot in the course of wholesale dealing it shall be suffi- 
cient if the container is labelled with the seller’s principal place of business, 


100. Labelling with the name of substance.—(1) Subject to the provisions: 
of this Rule, the container of any substance specified in Schedule E, or pre- 
paration containing such substance shall be labelled with the name of such 
substance. 


F A re eee 
_  ™ Added under Government of India Notification No. F. 10-23/49-D.S., dated 4-11-1952. 
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(2) For the purpose of this Rule, the name of a substance shall be the 
term under which it is included in Schedule E : 


Provided that, where the said term describes a group of substances and 
not the substance specifically, the name of the substance shall be :— 


(a) If the preparation is included in the British Pharmacopoeia or the 
British Pharmaceutical Codex, one or other of the names or synonyms or 
abbreviated names set out therein; or 


(b) in any other case the accepted scientific name where known, or 
:f not known the name descriptive of the true nature or origin of the subs- 


tance. 


3) In the case of a preparation included in the British Pharmacopoeia 
or the British Pharmaceutical Codex, or any dilution or admixture of such 
a preparation, or any surgical dressing for which a standard is prescribed 
in the British Pharmaceutical Codex, it shall be sufficient, notwithstanding 
anything in the foregoing sub-rules, to state the name, synonym or abbre- 
viated name used to describe the preparation or surgical dressing in the British 
Pharmacopoeia or the British Pharmaceutical Codex, with the addition of 
the letters ‘““B.P.”’ or ““B.P.C.”, as the case may be. 


101. Labelling with statement of quantity.—(1) Subject to the provisions 
of this Rule, the label of the container of any preparation containing not less 
than 3 per cent. by volume of alcohol, or a substance specified in Schedule 
E, shall include a statement of the quantity of alcohol or of the said substance 
contained in the preparation as hereafter provided. 


(2) If the preparation contains alcohol, the quantity of alcohol shall 
be stated in terms of the average percentage by volume of absolute alcohol 
in the finished product. 


(3) If the preparation contains a substance specified in Schedule E, 
the quantity shall be stated, in the case of a liquid, in terms of grains or minims 
per fluid ounce, in the case of a solid, in terms of grains or minims per avoir- 
dupois ounce : 


Provided that the quantity may be stated in terms of the metric system : 


Provided also that when two or more’ pills, wafers, tablets, powders, 
capsules or the like are packed in the same container, the quantity shall be 
stated in terms of the quantity present in each pill, wafer, tablet, powder, 
capsule or other unit. 


(4) In the case of a preparation containing a substance specified in 
Schedule I, it shall be sufficient to state on the label the particulars specified 
in that Schedule. . 


(5) In the case of a preparation included in the British Pharmacopoeia 
or the British Pharmaceutical Codex or any dilution or admixture of such 
a preparation or a surgical dressing for which a standard is prescribed in 
the British Pharmaceutical Codex the container of which is labelled with 
the name used to describe the article in the British Pharmacopoeia or 
the British Pharmaceutical Codex with the addition of the letters ‘‘B.P.”’ 
or “B.P.C.” as the case may be, it shall not be necessary to state on the label 
the proportion of the substance specified in Schedule E contained in the 


preparation 
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102. Non-Sterile Surgical Ligature and Suture-——Every container of, and 
‘wrapper enclosing surgical ligature or suture other than a ligature or suture 
offered or intended to be offered for sale as sterile shall bear a label on which 
are printed or written in a conspicuous manner in indelible red ink the 
words ‘“‘Non-sterile surgical ligature (suture)—not to be used for operations 
upon the human body unless efficiently sterilized and tested for sterility by 
tthe processes prescribed by Rules under the Drugs Act, 1940.” 


103. Additional provisions for patent or proprietary medicines——(1) There 
shall be printed or written in indelible ink on the outer label of every package 
containing a registered patent or proprietary medicine the letters ‘““CDL’’ 
followed by the registration number of the medicine allotted by the Central 
Drugs Laboratory; and no other reference to the certificate of registration 
or to the fact of registration shall be made on any label on the container or 
any covering in which the container is packed or on any other written matter 
or advertisement enclosed therein. 


(2) The name and address of the manufacturer shall be printed on 
ithe label of the container of a patent or proprietary medicine. 


(3) The true formula or list of ingredients shall be printed or written 
in indelible ink on the outer label of every package containing an unregis- 
‘tered patent or proprietary medicine. 


104. Use of letters B.P. and B.P.C.—The letters “‘B.P.”” and “B.P.C.” 
‘shall be entered on the label on a drug’ only for the purpose of indicating 
that the drug is in accordance with the standard set out in the British Phar- 
smacopoeia or the British Pharmaceutical Codex as the case may be. 


105. Packing of patent or proprietary medicines——A patent or proprietary 
medicine shall be made up in containers intended for retail sale. 


*106. Diseases which a drug may not purport to prevent or cure—No drug may 
purport or claim to prevent or to cure one or more of the diseases or ail- 
ments specified in Schedule J or to procure or assist to procure miscarriage 
in women or to alter or affect the structure of the human body. 


PART X.—SpectAL Provisions RELATING TO BIOLOGICAL AND OTHER 
SPECIAL PRODUCTS 


+107. Name of substance.—If any substance specified in Schedule C is 
‘advertised or sold as a proprietary medicine or is contained in a medicine 
‘so advertised or sold, the proper name of the substance shall appear on 
_ ithe label in the manner prescribed in this Part. 


Explanation.—F or the purpose of this Rule, the expression “proper name” 
‘means the proper name stated in Schedule F or if no such name is stated the 
iname descriptive of the true nature and origin of the substance. 


108. Containers.—(1) No substance ‘specified in Schedule C shall be 
‘sold or offered for sale unless it has been sealed in a previously sterilized glass 
container in such manner as will in the opinion of the licensing authority 
‘suffice to preclude the access of bacteria : 


*Amended by Government of India Notifications No. F. 1-5/48/-D, dated 10-7-1950 and 
“No, F. 1-14/48-D, dated 7-4-1952. 
+ Amended by Government of India Notification No. F. 1-5/47-D, dated 25-11-1940. 
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Provided that in the case of surgical ligature or suture the container 
may be of some substance other than glass. 


(2) When any such substance is issued in liquid form in containers which 
are sealed in such a manner that portions of the contents can be withdrawn 
for use on different occasions, the liquid shall contain a_ sufficient proportion: 
of some antiseptic to prevent the growth of any organism which may be acci- 
dently introduced in the process of removing a portion of the contents of the 
container. 


(3) The container shall comply with such further requirements, if any, 
as are specified in Schedule F in that behalf. 


(4) The licensing authority may in the case of any particular preparatiom 
of any such substance dispense with any of the requirements of this Rule or 
of Schedule F, and may make such additional requirements, as having regard 
to the nature of the preparation, they may deem necessary. 


109. Labelling.—(1) Every phial, ampoule or other container of a subs- 
tance specified in Schedule C shall bear a label on which is printed or written 
in indelible ink the following particulars and such further particulars, if any, 
as are specified in Schedule F :— 


(a) The proper name of the substance in letters not less conspicuous: 
than those in which the proprietary name, if any, is printed or written and 
following immediately after or under such proprietary name ; 


(b) the number of every licence under which the substance or any of 
its constituents is manufactured or imported, preceded in the case of import 
licences by the words “Import Licence”? ; 


(c) a distinctive batch number, that is to say, the number by reference 
to which the prescribed tests, and details of manufacture of the particular 
batch from which the substance in the container is taken are permanently 
recorded and available for inspection; 


(d) where a test for potency in units is required by these Rules, a state- 
ment of the potency in units defined in terms of relation to the standard 
preparation specified in Schedule F : 


Provided that this clause shall not apply in the case of vaccine lymph 
or surgical ligature or suture. 


(2) The particulars prescribed in clauses (a), (b) and (c) of the prece- 
ding sub-rule shall be printed or written in’ indelible ink either on the labei 
borne by a container of vaccine lymph or on a label or wrapper affixed to 
any package in which the container is issued for sale. The said particulars. 
shall be indelibly marked on the sealed container of surgical ligature or suture 
or printed or written in indelible ink on a label enclosed therein. 


(3) The following particulars and such further particulars, if any, as 
are specified in Schedule F shall be printed or written in indelible ink either 
on the label borne by the container of any substance specified in Schedule 
C or ona label or wrapper affixed to any package in which any such container 
is issued for sale :— 


(a) The name and address of the manufacturer of the final product ; 
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(b) the date on which the manufacture of the particular batch from 
which the substance in the container is taken was completec as defined in 
Schedule F or if there is no definition in Schedule F as hereafter defined in 
this Rule, and in the case of vaccines prepared from concentrates, the date 
of completion of the final products and the bottling for issue; 


(c) where a test for maxinfum toxicity is required by these Rules a 
‘statement that the substance has passed such test; 


(d) where a test for potency or maximum toxicity is required, the date 
up to which the substance if kept under suitable conditions, may be expected 
to retain a potency not less than that stated on the label of the container, 
or not to acquire a toxicity greater than that permitted by the test, as the 
case may be ; 


(ce) where an antiseptic substance has been added, the nature and the 
percentage proportion introduced; 


(f) the precautions necessary for preserving the properties of the contents 
to the date indicated in sub-paragraph (d) of this sub-rule. 


(4) For the purposes of clause (b) of the last preceding sub-rule the 
date on which the manufacture of a batch is completed shall be— 


(a) in cases where a test for potency or toxicity is required by these 
Rules or, not being so required, is accepted by the licensing authority as 
sufficient for the purpose of fixing the date of completion of manufacture, 
the date on which the test was completed, or the date on which the substance 
‘was removed from cold storage after having been kept at a temperature not 
exceeding 5°C. continuously for a period not exceeding two years from the 
time when the last test was completed ; 


(b) in cases where no such test is required or accepted (i) if the subs- 
tance is a serum obtained from living animals, the earliest date on which 
any material contributing to the batch was removed from the animal, (ii) 
if the substance was obtained by the growth of organisms on artificial media, 
the earliest date on which growth was terminated in any of the material 
contributing to the batch, and (iii) if the substance is a brain suspension used 
in the preparation of carbolised antirabic vaccine, the earliest date on which 
_any brain material contributing to the batch was removed from the passage 
animal : 

Provided that, in cases where no such test is required or accepted, if 
a batch of the substance (including all materials contributing to this batch) 
has for a period of not more than three years been kept in cold storage at a 
temperature not exceeding 5°C. continuously from the earliest practicable 
date after that on which the material was removed from the animal or on 
which growth was terminated in the material, as the case may be, the date 
of removal from cold storage shall be treated as the date on which the manu- 
facture of the batch is completed. 


110. Prohibition of sale of substance after prescribed date——No person shall 
sell, or exhibit for sale any substance specified in Schedule C after the 
date recorded on the container, label or wrapper as the date up to which 
the substance may be expected to retain a potency not less than, or not to 
acquire a toxicity greater than that required or permitted by the prescribed 
test as the case may be: 


Provided that a person may at the request of a_ registered medical 
practitioner sell after the date aforesaid any such substance (except one that 
is required to be tested for maximum toxicity) which loses its potency if he 
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has previously drawn the practitioner’s attention to the dates recorded om 
the container, label or wrapper, and the practitioner is satisfied that the sale 


is required by the urgency of the case. 


L11. Standards.—Every substance specified in Schedules C and C(1) 
intended for sale shall conform with the standards of strength, quality and 
purity specified in these Rules and in Schedule F, and the tests for deter 
mining such conformity shall be applied to samples taken from the final 
product after every manufacturing process has been completed. 


112. Tests for strength and quality—The tests, if any, required for deter 
mining the strength and quality of each of the substances specified in Sche= 


dules GC and C(1) shall be those set out in Schedule F. 


113. Tests for sterility—The test for sterility in the case of surgical ligature 
or suture shall be that prescribed in Part X of Schedule F. 


114. The following tests for the presence of living aerobic or anaerobic 
bacteria shall be made by the manufacturer or by some institution approved 
by the licensing authority for the purpose of carrying out tests on his behalf 


in the case of— 
(a) sera and solutions of serum proteins intended for injection ; 
(b) the bacterial vaccines to which Part I (A) of Schedule F applies ; 


(c) carbolised antirabic vaccine ; 

(d) toxins, antigens and mixtures of toxins or antigens with serum which 
are intended to be used in medical practice for immunizing treatment or 
for diagnosis by inoculation of the patient ; 

(e) solutions and suspensions of insulin ; 

~ (f) dry preparations of insulin intended for therapeutic use ; 


(g) preparations of the posterior lobe of the pituitary body intended 
for use by injection, except preparations which, after being sealed in the 
containers, have been sterilized by heat in a manner satisfactory to the licen= 


sing authority ; and 


(h) any other preparations in a form to be administered parenterally 
except preparations which, after being sealed in containers, have been steri- 
lized by heat in a manner satisfactory to the licensing authority ; 


*(i) preparations from cultures of pathogenic organisms in a form to 
be administered orally, which must be sterile : 


Provided that (i) in the case of dry preparations of insulin the tests 
shall be applied with such modifications as the licensing authority considers 
appropriate; and (ii) if a manufacturer satisfies the licensing authority that 
he has already in use tests for the presence of living aerobic or anaerobic 
bacteria in any of the above named substances, and that these tests, as applied 
by him, will detect the presence of such bacteria in the substance as ready for 
issue with a certainty at least equal to that afforded by the application of the 
tests prescribed by this Part, the licensing authority may approve the use of 
such tests in the place of the prescribed tests, but in such a case the authority 
may at any time withdraw such approval and require the manufacturer to 


carry out the prescribed tests. 


* Added under Government of India Notification No. F. 18-1/46-D, dated 18-6-1948. 
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115. Application of tests for sterility—The tests shall be applied— 


(a) to samples taken from each batch of the substance before the opera= 
tion of filling and sealing the containers in which it is to be issued has com 
menced ; and 


(b) to the contents of sample containers when ready for issue. 


116. Amount of samples ——The samples required to be taken under the 
last preceding Rule shall be taken in the following proportions :— 


(a) in the case of samples taken from the batch, the quantity taken 
shall be not less than 0-1 per cent of the total volume of the batch if the volume 
‘5 not more than 10 litres, and not less than 10 c.c. if the volume is 10 litres 
or more, but shall in no case be less, than I" c.e7: 


Provided that if at the time when the test is made, the batch is contained 
‘7 a number of bulk container, samples in the foregoing proportions shall be 
taken from each of such bulk containers and be separately tested ; 


(b) in the case of the contents of sample containers the number of con= 
tainers taken for test shall be not less than | per cent of the total number 
filled from the batch, if this number is not more than 1,000, and not less than 
10 containers if the total number is more than 1,000. 


117. Method of preparing and using media.—(1) The tests shall be made 
on fluid media, the quantity of medium contained in each tube or other 
vessel used in the test being such as to secure that any phenolic antiseptic 
present in the sample is diluted to less than 0°01 per cent. 


When an antiseptic other than a phenolic antiseptic is used the dilution 
to be employed shall be that approved by the licensing authority. 


(2) In the case of a test for aerobic organisms the medium shall consist 
either of a meat extract with the addition of | per cent of peptone, or of such 
an equivalent as can be prepared by the tryptic digestion of muscle or any 
other medium approved by the licensing authority. After the final sterili- 
zation the hydrogen-ion concentration of the medium shall be between the 
limits represented by PH=7°2 and prize I45. 


(3) In the case of a test for anaerobic organisms the medium shall consist 
of a nutrient broth similar to that used in testing for aerobic organisms, with 
the addition of heat coagulated muscle of an amount sufficient to occupy 
a depth of not less than | centimetre at the bottom of the tube. After the 
final sterilization the hydrogen-ion concentration of the medium shall be 
between the limits represented by pH=7°2 and pH=7°8. Before the test 
‘noculation the medium shall be heated to 100°C. for a period sufficient to 
’ free it completely from dissolved oxygen, and then be cooled to 37°C. or 
lower. 

_ (4) The licensing authority may, at the request of any licensee, authorize 
the use, for the test prescribed under either sub-rule (2) or (3) of this Rule, 
of any other specified medium or method of using a specified medium, on 
being satisfied that its use affords equal certainty in the detection of the presence 
of living aerobic or anaerobic organisms, as the case may be. 


118. Method of testing. —(1) in the case of samples taken from the batch 
each sample shall be inoculated into tubes or other vessels containing the 
media, one-half of the total volume of the sample being used for the aerobic 
and one-half for the anaerobic test. 
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(2) In the case of the contents of sample containers the contents of each 
container shall be subjected to the test for aerobic and the test for anaerobic 
organisms. When the volume in the container is 2 c.c. or more, | c.c. shall 
be used for each test. When the volume in the container is less than 2 c.c. 
the contents shall be divided into two approximately equal parts, one part 
being used for the aerobic and the other for the anaerobic test. 


(3) The inoculated tubes shall be incubated at 37°C. for five days and 
be examined after incubation, permanent records being kept of the exami- 
nation of each tube. 


119. (1) If at this examination no growth of micro-organisms is found 
im any tube, the sample may be treated as having passed the test. 


(2) If at the examination a growth of micro-organisms is visible, further 
samples may be taken and the tests may be repeated on the further samples 
taken; but no container the contents of which form part of the batch shall 
be issued until such further samples have passed the test. The process 
of taking samples from the batch for a test may be repeated twice: 


Provided that if the same organism is visible in more than one test, the 
batch shall be treated as not sterile and the material contained in the batch 
shall not be issued or used as part of a further batch unless and until it has 
been resterilized and has passed the tests. 


120. Notwithstanding anything contained in the last preceding Rule, 
in any case where— 


(a) a substance is required in an emergency by a registered medical 
practitioner, but the licensee has no filled containers in stock; or 


(b) a substance which in the opinion of the licensing authority is so 
unstable in solution that the delay occasioned by the completing of the steri- 
lity test on filled containers would render its issue in active form impossible, 
the licensee may issue the substance from a batch which has already passed 
the tests for sterility and freedom from abnormal toxicity, without completing 
the sterility test on the filled containers, provided that he complies with the 
following conditions :— 


(i) the licensee shall before the issue take samples in the required propor- 
tions from the containers into which the batch is filled, and after the required 
“inoculation and incubation shall examine the tubes every day for five days; 


(11) if at any examination any growth is visible in any of the tubes, he 
shall immediately notify the licensing authority ; 


(iii) he shall keep available for inspection a record of all issues made 
under this Rule containing such particulars of the circumstances in which 
the issue is made as the licensing authority may require. 


121. Yest for freedom from abnormai toxicity—The following tests for freedom 
from abnormal toxicity shall, in the case of each batch of serum, be made 
by the licensee or by some institution approved by the licensing authority 
for the purpose of carrying out the tests on his behalf :— 


(a) A dose of 0°5 c.c. of serum shall be injected subcutaneously into 
a normal mouse and the serum may be treated as having passed the test for 
freedom from an excess of phenolic antiseptic if the injection does not produce 
death or serious symptoms within seven days; and i 


71 
(b) a dose of not less than 5 c.c. of the serumy shall be injected subcutan- 
«eously or intraperitoneally into a normal guinea-pig and the serum shall be 
vtreated as having passed the test for freedom from other abnormal toxic 
constituents if the injection does not produce death or serious symptoms 
‘within seven days. 


122. Substances specified in Schedule C(1).—The following provisions shall 
apply in the case of a substance specified in Schedule C(1) :— 


_ (a) The container shall comply with the requirements, if any, specified 
-in Schedule F. 


(b) There shall be printed or written in indelible ink on the label (i) 
~ the proper name of the substance; (ii) the number of the licence under which 
the substance is manufactured or imported, preceded in the case of import 
‘licences by the words “Import Licence’; (iii) a batch number, that is to say, 

the number by reference to which the prescribed tests and details of manu- 
facture of the particular batch from which the substance in the containers 
is taken are permanently recorded and available for inspection; (iv) when a 
~ test for a potency in units is required by these rules, a statement of the potency 
-in units defined in terms of relation to the standard preparation specified in 

_’ Schedule F. 


(c) The substance shall conform with the standards of strength, quality 
-and purity specified in Schedule F and the tests for determining the strength, 
quality and purity of the substance shall be those specified in Schedule F. 


(d) The tests for determining the strength, quality and purity of a subs- 
“tance specified in Schedule F shall be applied to samples taken from the 
~ final product after each manufacturing process has been completed. 


(e) The substance should be stored in a cool place and away from light. 


” 


PART XJ].—EXEMPTION 


123. The drugs specified in Schedule K shall be exempted from the 
provisions of Chapter IV of the Act and the Rules made thereunder to the 
“extent and subject to the conditions specified in that Schedule. 


PART XII.—STANDARDS 


#124, (1) Indian Pharmacopoeial List 1946, the United States Phar 
-macopoeia and the National Formulary of the United States shall be deemed 
» to be prescribed pharmacopoeias for the purpose of the Schedule to the Act. - 


(2) For drugs for which no standards of identity, purity and strength 
are specified in the latest edition of the British Pharmacopoeia but are specified 
‘in the British Pharmaceutical Codex the standards shall be those given in 
>the British Pharmaceutical Codex. 


(3) For drugs for which no standards of identity, purity and strength 

. are specified in the latest edition of the British Pharmacopoeia or in the British 
Pharmaceutical Codex but are specified in the earlier editions of the British 
Pharmacopoeia the standards of identity, purity and strength for these 
«drugs shall be those occurring in the latest edition of the British Pharmaco- 
7 poeia in which they are given. 


‘ 


* Amended by Government of India Notification No. F. 1-48/47-D, dated 12-10-1949. 
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) SCHEDULE A 


Form | 
[See Rule 4.] 


merzal (Number... «scicmcamts 
#9 the Director; Central Drugs Laboratory... spies + «+p anaes 2 ~. 
oa 0.8 <<) A ana 9 Se os x ood a a Piataie sess S564 5 pee a 


I send herewith, under the provisions of Section 25 (4) of the Drugs: 
Act, 1940, sample(s) of a drug purporting to be...... Bp i sig 4 saa 
for test or analysis and request that a report of the result of the test or analysis. 
may be supplied to this Court. 


2. The distinguishing number on the packet is................% ae ee 
3. Particulars ofoffenceialleged....... 4 SGMGaeG eelpidiex>s bobs «so 
4. Matter on which opinion is required............. Vererriee. 
Oo. °A fee-of Rave tie ee. has been deposited in Court. 
Magistrate. 
(0 rane Sarat a 
Form 2 


[See Rule 6.] 
Certificate of test or analysis by the Central Drugs Laboratory 


Certified that the samples, bearing number............purporting: 
pee. a Satiple Of: gett. sa es... YOCOHV GUAR Bis reso oren seee with. 
saemorandum N6;. 2 702). ve CALC... 25 eee om °. fo see a 
has been tested/analysed and that the result of such test/analysis is as stated. 
below. 


2. ‘The condition of the seals on the packet on receipt was as follows: 


is of standard quality as. 


. We ; 
3. In the opinion of the undersigned the sample ivaot of nandard Glee 


defined in the Drugs Act, 1940, and Rules thereunder 
as defined in the Drugs Act, 1940, and Rules thereunder 


for the reasons given below:— - 


Director, 
ics ove ss so Central Drugs Laboratory, or other authorized officer. . 
Detarls of results of test or analysis with protocols of tests applied. 


Director, 
Central Drugs Laboratory, or other authorized officer... 


*If opinion is required on any other matter, the paragraph should be suitably amended. 


Pa 
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Form 3 
[See Rule 9.] 
Applications for a certificate of registration of a patent or proprietary medicine 


I hereby apply for a certificate of registration of the patent or proprietary? 
medicine described below :— 
(1) Name of medicine (as proposed to be printed on labels andi 


WIAPPETS) .- 00 see hee ee eee eee eases 
2) ) Frade mark Gtany) <<< ..< +. - c+. cemmemmee setts te « nue 
(3) Name of manufacturer..........-seseereeeeeees steers erccsess 
(4) Address of manufacturer.......2+..secetecesecree reser ts este 
(5) Name and address of person applying for registration......-. saat 
‘6) Purposes for which medicine is to be TESEC UNI hs lke. ole) «jake ope acetal 
(7) Directions: tomeise. 22... . 6 ses soe + oeerpmenemige em, Hi) ere ae 
(8) Proportion by volume of alcohol present......+--+++++ererrrtees 
(9) If the medicine contains over 3 per cent of alcohol by volume, name: 

and quantity per fluid ounce of ingredients present which render the 

medicine unfit for use as an alcoholic beverage. 


2. I send herewith a sample of the medicine sufficient for test or analysis: 
and copies of the labels and wrappers intended to be used. 


3. I enclose in a sealed cover the formula or list of ingredients with: 
amounts present. 


4, A fee of rupees fifty is forwarded herewith. 


Form 4 
[See Rule 9.] 
Enclosure to application for a certificate of registration 


I hereby certify that the following formula or list of ingredients of the: 
patent or proprietary medicine to be sold under the name rs) Meee 
eieitAnUfactUred DYeg ss cae es et ke wee ne emacs esses sss 56 eee 
indicates correctly all potent or poisonous substances contained therein to-- 
gether with an approximate statement of the composition of the medicine. 


Formula. . (Signed). ...+.seereees 


Form 9 
[See Rule 16 (1).] 
Certificate of registration of a patent or proprietary medicine 
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sthe formula of the said medicine in accordance with the requirements of 
ithe Drugs Act, 1940, and the Rules thereunder, the said medicine has been 
wegistered and allotted the registration number 
il 2 a day of 


) Director, 
Central Drugs Laboratory, or other authorized officer. 


eos £ a € 8 6 8 ee @ & eS So em 


Form 6 
[See Rule 16 (2).] 


Application for renewal of a certificate of registration of a patent or proprietary 
medicine 


I hereby apply for renewal of a certificate of registration of the patent/ 
‘proprietary medicine marketed under the name of 


. 6 2 @ £16 5 8 DS Aim. oe * © 2 9 2 2» 8 ‘22 


Bens o!. 6.2. ONCE less... day’ Gf ens to 


Form 7 
[See Rule 16 (3).] 
Certificate of renewal of registration of a patent or proprietary medicine 


The certificate of registration in respect of the patent/proprietary medicine 


mnarketed under the ‘naine of.24. 82.00 manufactured by...... 
oh Sa Sea a OF ea es ccs ona se 6 op ae ea Crease 
-allotted the registration number................-- NOMIC file S's" SS) ate 
MIAME), J's... ade Se <s1até ibs SPREE: Bock) face as hereby renewed until 
De lest. rene ct Joe Mayen etl i. a0 Fl. See 19 , 

Director, 


Central Drugs Laboratory, or other authorized officer. 


to O86 6 6 0 6 € 8 6 eS: 16 


*Form 8 
[See Rule 24.] 


Application for licence to import biological and other special products specified in 
Schedules C' and C(1) to the Drugs Rules, 1945 


, 


St cies See ataune hereby apply for a licence to import the 
oe specified below wWiamitactired by... .s,..... ce ieeeee teas ges bay ee 
+ 8g Oe : 

Names of drugs and classes of drugs 
DERVSs .. ... ..a's,- sere enclose herewith an undertaking signed 


‘by or on behalf of the manufacturers as required by the Drugs Rules, 1945. 


rE Manufacturer’s Agent. 


*Amended by Government of India Notification No. F. 1-19/48-D, dated 26-10-1949. 


fie 
*ForM 9 
[See Rule 24.] 
Form of undertaking to accompany an application for an import licence 


Mal tes ne eo OD Ofs YN ss intends to apply for- 
a licence under the Drugs Rules, 1945, for the import into India,, 
oe: the drugs specmied below manufactured: by us; we.....-...: 05.) eee, 
ho. oe Se eae hereby give this undertaking that for the duration of 
the said licence— : 


(1) the said applicant shall be our agent for the import of the drugs. 
into India; and as_ regards the products specified in Schedule C. 
of the Drugs Rules, 1945, excepting Penicillin and preparations of Penicillin 
for parenteral administration and Streptomycin the applicant shall be our: 
sole agent for the import into India; in the case of Penicillin and prepara-. 
tions of Penicillin for parenteral administration and Streptomycin, the said. 
applicant shall be an authorised Agent in India; 

(2) we shall comply with the conditions imposed on a licensee by clause 
(a) to (e) of Rule 78 of the Drugs Rules, 1945; 

(3) we declare that we are ¢arrying on the manufacture of the drugs: 
mentioned in this undertaking at the premises specified below, and we shall: 
from time to time report any change of premises on which manufacture will 
be carried on and in cases where manufacture is carried on in more than 
one factory any change in the distribution of functions between the factories; 

(4) we shall comply with the provisions of Part IX of the Drugs Rules, 
1945; 

(5) every drug manufactured by us for import under licence into: 
India shall as regards strength, quality and purity conform with the provisions 
of Chapter III of the Drugs Act, 1940, and of the Drugs Rules, 1945; 

(6) we shall comply with such further requirements, if any, as may be 
specified by Rules by the Central Government under the Act and of which 
the licensing authority has given to the licensee not less than four months” 
notice. 

Names of drugs and classes of drugs 


Particulars of premises where manufacture is carried on. 
; Signed by or on behalf of the manu, acturer. 


*Amended by Government of India Notification No. F. 7-14/47-D, dated 12-3-1951, 


*FormM 10 


[See Rule 27.] 


| Licence to import biological and other special products specified in Schedule C' and C(1) 
to the Drugs Rules, 1945 


INURE Giat ECE is ais vy oes uso het mee eee 
Pies tais: gi vpn JL RR iho. «ie Of... «1+ 5554 doe eats is/are hereby licensed to 
import into India during the period for which this licence is in force 
the drugs specified below manufactured by.............. Pm 
and any other drugs manufactured ay are. i ea iarget ere me : 


as may from time to time be endorsed on this licence. 


i 


ef: 
a>} 


~ 


rk be 


Cage ve ey 


hr ig 
ye 


ar ‘ 
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9) This is subject to the conditions prescribed in the Drugs Rules, 
1945, and shall be in force for a period of two years from the date stated 
below unless it is sooner suspended or cancelled under the said Rules. 

Names of drugs and classes of drugs to which the licence applies. 

Licensing Authority. 


* Amended by Government of India Notification No. F. 1-19/48-D, dated 26-10-1949. 


Form 11 
[See Rule 33.] 


Licence to import drugs for the purposes of examination, test or analysts 


vk iia eet Of. .....uccweuca pele hereby licensed — 1G gies from 
os ane ee aS the drugs specified below for the purposes of examination, 
test or amalysis at.....----ee seer rere: or in such other place as the licensing 


authority may from time to time authorize. 
9. This licence is subject to the conditions prescribed in the Rules under 


the Drugs Act, 1940. 
3. This licence shall unless previously suspended or revoked be in force 


for a period of one year from the date specified below :— 
Quantities which may be imported. 


Names of drugs. 
Licensing Authority. 


Dale oe oc ce ee 


*ForM 12 
[See Rule 34.] 
Application for licence to import drugs for purpose of examination, test or analysis 


Ee resident.) Glau. na. «+ + +s. + ++ + 2: maine einen nae 
hereby apply for a licence to import the 


iby occupation.....--+++++eeeee: 
drugs specified below for the purposes of examination, test or analysis 
At. «sede acne tee Fryer eee 0300 a > aie and I undertake 


to comply with the conditions applicable to the licence. 


Names of drugs and classes of drugs. Quantities. 


Date icencs eee . eee Signature. .sgcceseccerese ; 


*Amended by Government of India Notification No. F. 1-19/48-D, dated 26-10-1949. 


Form 13 
[See Rule 46.] 
Certificate of test or analysts by Government Analyst under Section 25 (1) of the Drugs 


Act, 1940 
1. Name of Inspector from whom received.....++++++ereerereres om 
2. Serial No. and date of Inspector’s MemoranduM........-esseeeee ‘ 


3. Number of sample. .....2. e298 w+ >= + <>» 4 + ie ieee 


MEET PECCIDL. . os Cem ame st vcs os. watts CL... 
5. Name of drug purporting to be contained in the sample.. 
eure ti0n, Of SEalS OMiENe AGRO. 64's se. sien oe ete cece cae ss 
*7. Result of-test or analysis with protocols of tests applied 


eoeeseer ey 


oer woo wo eo we ore 


Wn the opinion of the undersigned the sample referred to above oor es 
: not or Standar 
“quality as defined in the Drugs Act, 1940 and Rules thereunder 


~quality as defined in the Drugs Act, 1940 and Rules thereunder for the reasons given 
below :— 


Pe. ce ea es as Government Analyst 


* No protocols of tests applied shall be supplied in respect of patent and proprietary 
ymedicines which are registered at the Central Drugs Laboratory. 


‘Amended by Government of India Notification No. F. 1-3/47-D, dated 28-12-1949.) 


‘ 


Form 14-A 
[See Rule 47.] 


Application from a purchaser for test or analysis of a drug under Section 26 of the 
Drugs Act, 1940 i 


1. Full name and address of the applicant 
2. Occupation 


3. Name of drug purporting to be contained in the sample 


4. Name and full address of the pharmacy or concern where the drug 
MERIC ASCO. So 5. 5 6 3 os oa ve at : 


5. Date on which purchased 


Oe) OOO 6. 8 6, Olin e 


I hereby declare that the drug being submitted for test was purchased 
‘by or for me. I further declare that the sample of the drug being sent for 
‘test or analysis is exactly as it was purchased and has not been tampered 
-with in any way to reduce its potency. 


Form 14-B 
[See Rule 47.]- 


‘Certificate of test or analysis by Government Analyst under Section 26 of the Drugs 
< Act, 1940 


St a ee eT a ew. Be tee. 1g ele 


eoeoeoeeveeeeevs eevee ee ere sree eee eer eevee ee ee 
Fe SOR Se! Ce. 8 
eeee 


4. Opinion of the Government analyst.—'The sample referred to above 
is/is not of standard quality as defined in the Drugs Act, 1940, and Rules there- 
‘under. 
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Form 15 , 
[See Rule 54.] a 


! en 
Order under Section 22 (c) of the Drugs Act, 1940, requiring a person not to dispose 
of stock in his possession 


Whereas I have reason to believe that the stock of drugs in your possession 
detailed below contravenes the provisions of Section 18 of the Drugs Act,. 
1940; and whereas I have reported the fact to the District/Chief Presidency ~ 
Magistrate and have been authorized by him to take action under clause (¢c) + 
of Section 22 of the said Act. 


I hereby require you not to dispose of the said stock for a period of ...... 
days from this date. 


os bes sa 3 ee PRSPOCIO oo sv os le ne 
* Details of stock of drugs 
es se e's eae TASPECION Co. A ee 
Form 16 


[See Rule 55.] 
Receipt for stock af drugs seized under Section 22 (c) of the Drugs Act, 1940 


The stock of drugs detailed below has this day been seized by me under~ 
the provisions of clause (c) of Section 22 of the Drugs Act, 1940, from the- 


Rremaises Of. 02 os eee ae ee es se ee eS. 2 oh 
rested at. ..... :. «+s 5s oe os > > «os geen | 


ct Glatt ewece 6 6 6 6€. 8S @ 08s ee 


Details of drugs seczed 


Form 17 
[See Rule 56.] 


Intimation to person from whom sample is taken 


Jue hake 'e'(@ O'S ©. 6.0166 800-6 u ee aeererneea™, © les © °°. © 
I have this day taken from the premises of.............. rrr a 
Situated at.....scercceerresrsecrsees pear et) eae a 


samples of the drugs specified below for the purposes of test or analysis. 


(1 eer rr duspecior......-ssmee ie 


. 


Details of samples taken 


iete.. «a os oe oe Inspector... .ss's see amie 
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= Form 18 
2 = [See Rule 57.] 


Memorandum to Government Analyst 


The Government Analyst 


The portion of sample/container described below is sent herewith for 
test or analysis under the provisions of clause (i) of sub-section (4) of section 23 
of the Drugs Act, 1940. 


The portion of sample/container has been marked by me with the follow- 
ing mark. 


° . ° . . *. 
Details of portion of sample or container with name of drug which it 
purports to contain :— 


BPs. xx wee pe lnspector 7... ee 


Form 19 
[See Rule 59.] 


Application for a licence to sell, stock and exhibit for sale and distribute drugs 


other than biologi- 
biological and 


hereby apply for a licence to sell by retail/by wholesale drugs 


ee her spe an the Premises Siiiatecs at... s,s <c. cc. ee 
other special products 

*2. ‘The sale of drugs will be under the personal supervision of......... je 

UNGING) Get eye bse (Quialitiea nie ie ees ek ie sae 

CINAMIC hig vanes: Ta (Qualification) ...... ar é 

~3. Classes of products to be sold...... Sut. te “so seems 


+4. Particulars of storage accommodation for the storage of biological 
and other special products on the premises referred to above............... 


ree eee a 80S Se eee eee ee eee Si Swe 6 e648 6 8 e680 BN OeN ey O ee ee eS Kleene 6 le. Ones wel te ceener 


ae be eke MO Cs os ov v's Bee 


*To be deleted if drugs will be sold only by wholesale. 
tOnly required if products requiring cold storage are to be sold. 
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*ForRM 19-A 


[See Rule 59.] 


Application for a restricted license to sell, stock and exhibit for sale and distribute drugs 
by itinerant vendors and other dealers who do not engage the services of a qualified 


person. 

lf] We vee eel ans ys) ss : Cee hereby 
apply for a licence to sell by retail and/or by wholsale drugs other than 
biological and other special products on the premises situated at...........ssseeeee reer ertee seers 
biological and other special products as vendor in the Aarea.......ceessesseeeeereeerseseeneeseeneneneees 


2. Sales shall be restricted to such drugs as can be sold without the super 
vision of a qualified person under the Drugs Rules. 


3. Class of products to be Sold... . 62... eee sere eee r cece eens 


4. Particulars of the storage accommodation for the storage of biological 
and other special products on the premises referred to above.......+++++++: 


_{5. The drugs for sale will be purchased from the following dealers and 
such other dealers as may be endorsed on the licence by the licensing authority 
from time to time. ; 


Name of the dealer(s) Licence No. 
Dale oe .. See Signature. ..cgeueemee = 


* Added under Government of India Notification No. F. 10-21/49-DS, dated 10-3-1953. 
+ To be struck off if the applicant is not an itinerant vendor. 


*ForM 20 
[See Rule 61 (1).] 


Licence to sell, stock and exhibit for sale and distribute drugs other than biological 
and special products specified in Schedule C 


ge ats oon s 2 is hereby licensed to sell, stock 
and exhibit for sale and distribute on the premises situated at........ eee bis 
pt Fe drugs other than biological and other special 


2. The licence will be in force for two years from the date given below. 
+ 3. Name(s) of qualified person(s) in charge......+0.--+++eeeeseee 


Bale. > See Ss Licensing Authority. 
Conditions of licence 

1. This licence shall be displayed in a prominent place in a part of the 
premises open to the public. 

2. The licensee shall comply with the provisions of the Drugs Act, 1940, 
and the Rules thereunder for the time being in force. 

3. The licensee shall report forthwith to the licensing authority any 
_change in the qualified staff in charge. 7 

4. No drug in Schedule C(1) shall be sold unless the precautions neces 
sary for preserving the properties of the contents have been observed through- 
out the period during which it has been in the possession of the licensee. 

* Amended by Governent-of India Notification Ne. F. 1-56/47-D, dated 16-1-1950. 


+ If the licence is requred for wholesale dealings only delete and enter the word “whole- 
sale”. 


. 8r 
*ForM 20-A 
[See Rules 61(1) and 62-A.] 


Mestricted licence to sell, stock and exhibit for sale and distribute drugs other than 
biological and other special products for itinerant vendors and other dealers 
who do not engage the services of a qualified person. 


Dera as oss se we ee is hereby licensed to sell, stock and exhibit 
for sale and distribute on the premises situated at/as vendor in the area...... 


SP ee --..drugs other than biological and other special products 
specified in Schedule C to the Drugs Rules, 1945, subject to the conditions 


specified below and to the provisions of the Drugs Act, 1940, and the Rules 
amade thereunder. 


2. ‘This licence will be in force for two years from the date given below. 


3. The licensee can deal only in such drugs as can be sold without the 
‘supervision of a ‘qualified person’ under the Drugs Rules, 1945. . 


4, ‘The licensee, if he be an itinerant vendor, shall buy drugs only from 
the following dealers and such other dealers as may be endorsed on the licence 
‘by the licensing authority from time to time. 


Name of the dealer(s). Licence No. 


fi) ee Licensing Authority. 


Conditions of Licence 


1. This licence shall be displayed in a prominent and conspicuous place 
in a part of the premises open to the public or shall be kept on the person of 
the vendor who shall produce it on demand by an Inspector or an Officer 
authorised by the State Government in this behalf. 


2. The licensee shall comply with the provisions of the Drugs Act, 1940 
and the rules thereunder for the time being in force. 


3. No drug in Schedule C (1) shall be sold unless the precautions necessary 
for™preserving the properties of the contents, have been observed throughout 
the period during which it has been in the possession of the licensee. 


*Added under Government of India Notification No. F. 10-21/49-DS., dated 10-3-1953. 


*ForM 2] 
[See Rule 61 (2).] 


Licence to sell, stock and exhibit for sale and distribute, biological and special products 
specified in Schedule C 


ooo er eer eee eee eee ett eaenesans een enees 


Drugs Rules, 1945, subject to the conditions specified below and to the 
provisions of the Drugs Act, 1940, and the Rules thereunder. 
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2. This licence will be in force for two years from the date given below. 
3. Particulars of biological products to be sold..................4-. 
+4. Name(s) of qualified person(s) in charge ............e+-ee- 


GUPEG Oo eee ws has oo Licensing Authority. 
Conditions of licence 


1. This licence shall be displayedin a prominent place in a part of the — 
premises open to the public. 


2. The licensee shall report forthwith to the licensing authority any 
change in the qualified staff in charge. 


3. No drug to which this licence applies shall be sold unless the precau- 
tions necessary for preserving the properties of the contents have been observed 
throughout the period during which it has been in the possession of the licensee. 


t4. If the licensee wants to sell, stock and exhibit for sale or distribute, 
during the currency of the licence additional products specified in Schedule 
‘C’ but not included in this licence, he should apply to the Licensing Authority 
for the necessary permission. This licence will be deemed to extend to the 
products in respect of which such permission is given. This permission 
should be endorsed on the licence by the Licensing Authority. 


*Amended by Government of India Notification No, F. ‘1-56/47-D, dated 16-1-1950. 


tIfthe licence is required for wholesale dealings only delete and enter the word 
‘‘wholesale”’. : 


tAdded under Government of India Notification No, F. 1-19/48-D, dated 27-6-50. 


*ForM 21-A 
[See Rules 61(2) and 62-A.] 


Restricted licence to sell, stock and exhibit for sale and distribute biological and other 
special products specified in schedule C, for itinerant vendors and dealers who do not 
engage the services of a qualified person. 


Meee os. os 8 oo is hereby licenced to sell, stock and exhibit for 
sale and distribute on the premises situated at/as vendor in the area......... 
so the biological and other special products specified in 
Schedule C to the Drugs Rules, 1945, subject to the conditions specified below 
and to the provisions of the Drugs Act, 1940, and the Rules thereunder. 


2. The licence will be in force for two years from _ the date given below. 

3. Particulars of biologieal: products to be sold’ -..t6%1.4.1. <0 s+ cceees 

4, ‘The licensee can deal only in such drugs as can be sold without the 
supervision of a ‘qualified person’ under the Drugs Rules, 1945. 


5. The licensee, if he be an itinerant vendor, shall buy drugs only from 
the following dealers and such other dealers as may be endorsed on the licence 
by the licensing authority from time to time. 


JVame of the dealer(s). Licence No. 


VO SES eee eens ; Licensing Authority. 


83 
Conditions of Licence 
1. This licence shall be displayed in a prominent and conspicuous place 
in a part of the premises open to the public or shall be kept on the person 


of the vendor who shall produce it on demand by an Inspector or an Officer 
authorised by the State Government in this behalf. 


2. No drug to which this licence applies shall be sold unless the precau- 
tions, necessary for preserving the properties of the contents, have been observed 
throughout the period during which it has been in the possession of the licensee. 


* Added under Government of India Notification No. F. 10-21/49-DS., dated 10-3-1953. 


FORM 22 
[See Rule 67.] 
General Warranty under Section 19 (3) of the Drugs Act, 1940 


Ue ee oc ws os soe o's wa ow oe being a person resident in 
aiidia,| Catevmuenor business at... vscp ees sass. ss: under the name of 
ea enini so Oa ReRN aoc « *(and beiigsameacent Of... .. 22. 
hereby give the warranty that the goods or classes of goods hereunder des- 
cribed as sold by me, do not contravene in any way the provisions of Section 
18 of the Drugs Act, 1940. 


Wate oc tees TS re 


List of goods or classes of goods 
(Signed) .<:< genet ns ; 


*Omit the words in brackets if the warranty is given by the manufacturer and not by an 
agent. : 


Form 23 
[See Rule 67.] 
- Specific Warranty under Section 19(3) of the Drugs Act, 1940 


Iegemaey i x op ee EE ess « being a resident of India 
Moat T VIO Ol MEEBO AL 65. os ee cer wnewe lucer the name Of. 62s 
SP (Adie ete meememe tt OF. 6.6 eee teens ), do hereby give this warranty 


that the goods, hereunder specified and contained in the bill of sale, invoice, 
bill of lading or other documents describing the goods referred to herein 
do not contravene in any way the provisions of Section 18 of Drugs Act, 1940, 


Dates. ee (Signdd) Jo eeetcn, » 


List of goods and description of bill of sale, invoice, bill of lading or 
other document. 


é 


*Omit the words in brackets if the warranty is given by the manufacturer and not by an 
agent. 
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Form 24 
[See Rule 69.| 


Application for a licence to manufacture drugs other than biological and other 
special products 


LiWe., . «+500 sou segeeees | Pre.) SS a ee hereby 
apply for (renewal of) a licence to manufacture on premises situated at..... Fe 
ee ae eT eee drugs other 
than drugs specified in Schedules C and C (1) to the Drugs Rules, 1945. 


2. Class of drugs to be manufactured.........--e eee eee ree reeceeee 


3. Names, qualifications and technical experience of technical staff to» 
be employed in the direction and supervision of manufacture and testing. 


os s sie s ET: 


Nove.—The application should be accompanied by a plan of the premises. 


Form 25 
[See Rule 70.] 


Licence to manufacture drugs other than biological and special products 


Number of licence and year Of 15SUe......ceceee see sescececcecevccnsece 
Se is hereby licensed to manufacture drugs other than: 
drugs specified in Schedules C and C (1) to the Drugs Rules, 1945, at the 
premmses Situated Atv. cee cess css <>. 02s 3s See under the direction. 


and supervision of the following expert staff. 


2, The licence authorizes the sale by way of wholesale dealing and. 
storage for sale by the licensee of the products manufactured under the lice-- 
nce, subject to the conditions applicable to licences for sale. 


3. The licence shall be in force for a period of two years from the date 
of issue. 


4. The licence is subject to the conditions stated below and to such other 
conditions as may be specified in the Rules for the time being in force under 
the Drugs Act, 1940. 
3 GERABENTE oes ooo vale 


PIG ns ss ss tee DORON os oo aes er. 7 


Conditions 


1. This licence and any certificate of renewal in force shall be kept 
on the approved premises and shall be produced at the request of an Inspec- 
tor appointed under the Drugs Act, 1940. 


9. Any change in the expert staff named in the licence shall be forth- 
with reported to the licensing authority. 


Ps 


— 8s 
Form 26 
[See Rules 73 and 83.] 
Certificate of renewal of licence to manufacture drugs 
Certified that the licence No....... as oes Sranted on the. .sseeweras - 


drugs other than drug specified 


WO Pests aes .....eefor the manufacture of i= dermennonats es 


in Schedules C and C(1) to the Drugs Rules, 1945 at the premises 
being drugs specified in Schedules G and C (1) to the Drugs Rules, 1945 


Situated Atos eee ee se PRP eS) ae has been renewed for a 
period of two years from the.............. Se 


* Names of drugs (each substance to be separately specified). 
2. Names of approved expert staff. 
| Sinatire. . ... sca eee oe 


Dale a es io cs = Desronation ..oeee 


*To be completed only in the case of drugs specified in Schedules C and C(1) to the 
Drugs Rules, 1945. 


os 


“ Form 27 
[See Rule 75.] 


Application for grant or renewal of a licence to manufacture biological and other 


special products 
{WA Cre Sepcreeoe hereby apply for (renewal) of a 
licence to manufacture on. premises situated at.............-++e00-- 


the under-mentioned drugs, being drugs specified in Schedules CG and. C(1), 
to the Drugs Rules, 1945. 


Names of drugs (each substance to be separately specified). 


2. The names, qualifications and technical experience of the expert 
staff to be responsible for the manufacture or testing of the above-mentioned 
substances are as follows :— 


ready for inspection 


. The premises and plant are -— ——— WH WT 
3 ae will be ready for inspection on........-- 


Bh PUPON SE ied Signature? ssc am 


Notr.—The application shall be accompanied by a plan of the premises. 


Form 28 | 
[See Rule 76.] 


Licence to manufacture biological and special products 


Number of licence and year of 1SSU6. vcs Chee e eee neste e teenies ees vebaess 
sce bi bby elaine is hereby licensed to manufacture at the premises situated 
at see oa hie the following drugs, being drugs specified in Schedules 


C and C(1), tothe Drugs Rules, 1945 :— 
Names of Drugs. 
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2. Names of approved expert staff. 


3. The licence authorizes the sale by way of wholesale dealing and 
storage for sale by the licensee of the products manufactured under the licence, 
subject to the conditions applicable to licences for sale. 


4. The licence will be in force for a period of two years from the date 


of issue. 


5. The licence is subject to the condition stated below and to such other 
conditions as may be specified in the Rules for the time being in force under 
the Drugs Act, 1940. 


ime... . ss «0s ge 
Dele of ssa. eee Desenation ..... ».+s.n ee 


Conditions 


1. This licence and any certificate of renewal in force shall be kept on 
the approved premises and shall be produced at the request of an Inspector 
appointed under the Drugs Act, 1940. 


2. If the licensee wishes to undertake during the currency of the licence 
the manufacture of any drug specified in Schedule C or C(1) not included 
above, he should apply to the licensing authority for permission to manu- 
facture the drug. ‘This licence will be deemed to authorize the manufacture 
of any drug in respect of which such permission has been given. 


3. Any change in the expert staff shall be forthwith reported to the 
licensing authority. 


Form 29 
[See Rule 89.] 


Licence to manufacture drugs for purposes of examination, test or analysis 


is hereby licensed to manufacture the drugs specified below for purposes of 
examination, test-or anarysis-at....... .. 5.5 se eee > ve oo, 


e@eetereevneeveeeveeveeweeeeeseesvees @Geeeeesesvseeeeweeeeereeeeeeeereene ts eeeseseeeeseeseese ee © 


2. This licence is subject to the conditions prescribed in Part VIII of 
the Drugs Rules, 1945. 


3. This licence shall be in force for one year from the date specified 
beiow. F 
Names of Drugs. 


Dale: >...» 5, ee Licensing Authority... ....2.045 ~ 


~ 


& wa 87 


Form 30 
[See Rule 90.] 
Application for licence to Pee drugs for purposes of examination, test or 

analysts 
ee ee Wee eee « Pec Of... 2 See PM ise lc de wanes 
a by occupation ....... ha Sane Brava vies hereby 
apply for a licence to manufacture the drugs specified below for purposes 
-of examination, test or analysis at........ cee cee reece eee teen teense Be 


-and I undertake to comply with the conditions applicable to the licence. 


Names of Drugs. 


ee fe Ss So eee Signature eoereeveve eee e ovtoee 


SCHEDULE B _ 
[See Rules 7 and 48.] 


Fees for test or analysis by the Central Drugs Laboratory or the Government Analyst 


I—Fees for Biological Assay and Certification. 


Rs. Rs, 
Digitalis powder. a : 24 Sera and vaccines— 
“Digitalis Tincture . 4 : 24 (2) Sera— 
-Strophanthin . ‘ 2 : 24 (2) Determination of exact titre . 75 

Strophanthus Tincture . 24 (b) Determination that sample is 

-Pituitary (Posterior Lobe) Extract 24 up to titre specified ; Reet |! 
_Adrenaline and preparations of 
Adrenaline. : F : ae (i) Vaccines— 
‘*Penicillin é ; : 25 
Insulin i : = <. ayo2 to 40 (a) Examinationin which an 
Thyroid r ; : oe animal test isemployed . oa 
Sex gland preparations— (6) Examinationin which an 
arian animal testis not employed . 25 
Luteal Lago to 64 (ii) Bacteriological tests of disinfec- 
Orchis ; : J tants and antiseptics . ‘ Ree 

“Vitamin preparations— (wv) Tests for sterility . : es © 
Vitamin A P ; ; 

Vitamin B ‘ ; ‘ II.—Fees for examination of drugs according to 
Vitamin C $32 to 64 pharmacopoeial tests except where a 
Vitamin D (Calciferol) biological assay is necessary. 

Cod Liver Oil , 

“Organic Arsenic Compounds oe Qualitative test only ; : . 20 
Neoarsphenamine, Sulphars- } Complete qualitative and quan- 
phenamine and Allied > t40 to 64 titative tests : aU 

Products . j ers I1I.—Fees for the dgtermination of the 

_Non-organic agers com- saponification value, the acid 
pounds ; 24 value, the iodine value, the 

‘Toxicity tests for organic An- refractive index or the density 
timony Compounds and other of anoilorafat . 10 
Compounds in experimental For each additional determina- 
Stage $ , . ' 16 - tion : : : ae Ane 


Sr es 
* Added under Government of India Notification No. F. 18-1/46-D, dated 16-12-1949- 


+The exact amount of fee will be determined in each case by the Director or the Govern- 
mm ent Analyst, as the case may be. 
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SCHEDULE C 
[See Rules 23, 61 and 76 and Part X.] 
Biological and special products 


i. Sera. 
2. Solution of serum proteins intend- 9. Pituitary (Posterior Lobe): 
ed for injection. Extract. 
*3. Vaccines for parenteral injec- 10. Adrenaline and Solutions of 
tions. Salts of Adrenaline. 
fll. Penicillin and preparations of | 
4. Toxins penicillin for parenteral adminis- 
3. Antigens. tration. 
6. Antitoxins. +12. Streptomycin. 
+13. Any other preparations in a- 
7. Neo-arsphenamine and analo- form to be administered paren-- 
gous substances used for the terally. 
specific treatment of infective +14. Sterilized surgical ligature and. 
diseases. sterilized surgical suture. 
8. Insulin. 15. Bacteriophages. 


* Amended by Government of India Notification No. F. 1-30/47-D, dated 5-1-1950. 
+ Amended by Government of India Notification No. F. 7-14/47-D, dated 12-3-1951. 
ft Added under Government of India Notification No. F. 18-1/46-D, dated, 18-6-1948.. 


SCHEDULE C (1) 
[See Rules 23, 61 and 76.] 
Other special products 


*1. Drugs belonging to the Digitalis group and the preparations thereof” 
not in a form to be administered parenterally. 


2. Ergot and its preparations not in a form to be administered paren- 
terally. 

*3. Adrenaline and the preparations thereof not in‘a form to be adminis-- 
tered parenterally. 

4. Fish liver oil. 


*5. Vitamins and the preparations thereof not in a form to be adminis-- 
tered parenterally. 


*6. Liver extract and the preparations thereof not in a form to be adminis-- 
tered parenterally. 


*7. Hormones and the preparations thereof not in a form to be adminis-- 
tered parenterally. 


+8. Vaccines not in a form to be administered parenterally. 


+9. Preparations containing Penicillin not in a form to be administered: 
parenterally. 


* Amended by Government of India Notification No. F. 1-7/48-D, dated 16-5-1950. 
+ Added under Government of India Notification No. F.1-30/47-D, dated 5-1-1950. 
t Added under Government of India Notification No. F. 7-14/47-D, dated 12-3-1951.. 
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SCHEDULE D 


Class of drugs. 


[See Rule 43.] 


Extent and conditions of exemption. 


1. Substances not intended All provisions of Chapter III of the Act and. 


for medical use. 


Rules thereunder subject to the condition 
that if the substance is imported in bulk, 
the importer shall certify that the substance 
is imported for non-medicinal uses, and. 
if imported otherwise than in bulk, each. 
container shall bear a label indicating that 
the substance is not intended for medicinal 
use or is intended for some purposes other 
than medicinal use or is of, commercial 
quality. 


2. Biological and other spe- All provisions of Chapter III of the Act and: 


cial products referred to 
in Schedule C intended 
to be used solely for 
veterinary purposes. 


Rules thereunder subject to the condition. 
that each container shall bear a label indi-- 
cating that the substance is for veterinary 
-use only. 


3, Patent or proprietary All provisions of Chapter III of the Act and. 


medicine intended to be 
used solely for veteri- 
Nary purposes. 


Rules thereunder subject to the condi- 
tion that the description on the label or 
container shall indicate that the medicine 
is intended for administration to animals. 


*4, Medicines prepared in All the provisions of Chapter III of the Act: 


~  aecordance with and 
intended solely for the 
treatment of patients 
under the Homoeopa- 
thic system of medicine. 


and the Rules thereunder subject to the 
condition that a container containing 
such drugs shall bear a label ‘ Homoeopathic. 
Medicine’. ee 


+5. Substances included in The provisions of Chapter III of the Act and: 


Schedule C (1) required 
for manufacturing pur- 
poses which are not in- 
tended for medical use 
in form in which they 
are imported or which 
may be notified in the 
official Gazette from 
time to time. 


Rules thereunder which require them to be 
covered by import licences, subject. to the: 
condition that the exemption will be con=- 
fined to holders of licence in Form 28. 


* Added under Government of India Notification No. F. 18-3/46-D, dated 7-10-1949. 


_ #Added under Government of India Notification No. F. 1-7/48-D, dated 10-11-1949. 


SCHEDULE E 
[See Rules 65 and 97.] 


Acetanilide; Alkyl acetanilides. 


Aconite, roots of. 


List of poisons 


Alkaloids, the following; their salts, simple or complex :— 
Acetyldihydrocodeinone; its esters. 
Aconite, alkaloids of, except substances containing less than 0:02 per 


cent of the alkaloids of aconite. 
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gaemorphine, except substances containing less than 0-2 per cent of 


apomorphine. 


Atropine, except substances containing less than 0-15 per cent of atro- 


Belladonna, alkaloids of, except substances containing less than 0°15 
per cent of the alkaloids of belladonna calculated as a hyoscyamine. 


Benzoylmorphine. 
Benzylmorphine. ‘ 


Brucine, except substances containing less than 0-2 per cent of brucine. 
Calabar bean, alkaloids of. 


Coca, alkaloids of, except substances containing less than O°1 per cent 
-of the alkaloids of coca. 


Cocaine, except substances containing less than 0-1 per cent of cocaine. 
Codeine, except substances containing less than one per cent of codeine. 
Colchicine, except substances containing less than 0°5 per cent of colchi- 


Coniine, except substances containing less than 0° 1 per cent of coniine. 

_ Cotarnine, except substances containing less than 0-2 per cent of cotar- 

mine. 
Curarine. 
Diamorphine (Diacetylmorphine hydrochloride). 
Dihydrocodeinone; its esters. 
Dihydrohydroxycodeinone; its esters. 
Dihydromorphine, ; its esters. 
Dihydromorphinone; its esters. 


Ecgonine; except substances containing less than 0° 1 per cent of ecgonine, 


its esters. 


Emetine, ‘except substances containing less than one per cent of emetine. 
Ephedra, alkaloids of, except substances containing less than one per 


-cent of the alkaloids of ephedra. 


Ergot, alkaloids of. 
Ethylmorphine, except substances containing less than 0:2 per cent 


-of ethylmorphine. 


Gelsemium, alkaloids of, except substances containing less than 0-1 


‘per cent. of the alkaloids of gelsemium. 


Homatropine, except substances containing less than 0-15 per cent 
of homatropine. 


Hyoscine, except substances containing less than 0°15 per cent of hyos- 


Hyoscyamine, except substances containing less than 0:15 per cent 


of hyoscyamine. 


“=~ Jaborandi, alkaloids of, except substances containing less than 0-5 per 
cent of the alkaloids of jaborandi. 


Lobelia, alkaloids of, except substances containing less than one per 


‘cent of the alkaloids of lobelia. 


GI 


Morphine,.except substances containing less than 0-2 per cent of morphine 
calculated as anhydrous morphine. 


Nicotine. 


Papaverine, except substances containing less than one per cent of papa= 
verine. 


Porhegranate, alkaloids of, except substances containing less than 0:5: 
per cent of the alkaloids of pomegranate. 


Quebracho, alkaloids of. 


Sabadilla, alkaloids of, except substances containing less than one per 
cent of the alkaloids of sabadilla. 


Solanaceous alkaloids, not otherwise included in this List, except subs- 
tances containing less than 0°15 per cent of solanaceous alkaloids calculated 
as hyoscyamine. 

Stavesacre, alkaloids of, except ointments, lotions for external use and. 
substances containing less than 0°2 per cent of the alkaloids. 


Strychnine, except substances containing less than 0:2 per cent of 
strychnine. 


Thebaine, except substances containing less than one per cent of the- 
baine. 


Veratrum, alkaloids of, except substances containing less than one per 
cent of the alkaloids of veratrum. 


Yohimba, alkaloids of. 
Allylisopropylacetylurea. 
Amidopyrine; its salts. 


Amino-alcohols, esterified with benzoic acid, phenylacetic acid, phenyl 
propionic acid, cinnamic acid or the derivatives of these acids, except in 
substances containing less than ten per cent of esterified aminoalcohols. 

Ammonia, except substances containing less than five per cent, weight 
in weight, of ammonia. 

Amphetamine (beta-aminopropylbenzene), its salts, its N-alkyl deriva= 
tives, their salts, beta-amino-iso-propylbenzene, its salts, its N-alkyl deriva- 
tives, their salts, except when present in inhalers provided that the poisonis ab- 
sorbed in inert solid material within the inhaler. 


Amy nitrite. 


Antimony, chlorides of; oxides of antimony ; sulphides of antimony; 
antimonates; antimonites; organic compounds of antimony. Preparations 
of antimony, except substances containing less than the equivalent of one 
per cent of antimony trioxide. 


Arsenic, halides of; oxides of arsenic; sulphides of arsenic; arsenates; 
arsenites; aceto-arsenites; thioarsenates; organic compounds of arsenic. 
‘Preparations of arsenic except substances containing less than the equivalent 
of 0:01 per cent of arsenic trioxide. 

Barbituric acid, its salt; derivatives of barbituric acid; their salts com- 
pounds of barbituric acid, its derivatives, their salts, with any other substance, 
Barium, salts of, other than barium sulphate. ee ras 
Butylchloral hydrate. 


Cannabis (the. dried flowering or fruiting tops and leaves of Cannabis 


sativa Linn); the resin of cannabis, extracts of cannabis; tinctures of cannabis; 
cannabin tannate. 
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Cantharidates, except substances containing less than the equivalent 
of 0:01 per cent of cantharidin. 
Cantharidin, except substances containing less than 0:01 per cent of 
-cantharidin. 
Chloral formamide. 


Chloral hydrate. 

Chloroform, except substances containing less than ten per cent of chloro- 
form. 

Creosote from wood. 

Croton, oil and seeds of. 

Datura, seeds and leaves of; preparations of datura, except substances 
‘containing less than 0°15 per cent of the alkaloids of datura calculated as 
hyoscyamine. 

Diaminodiphenylsulphone, its salts and derivatives. 

Digitalis glycosides of, except substances containing less than one unit 
of activity (as defined in the British Pharmacopoeia) in two grammes of the 
‘substance. | 

Dinitrocresols; dinitronaphthols; dinitrophenols; dinitrothymols. 


£laterin. 

Ergot (the sclerotia of any species of Claviceps); extracts of Ergot; tinc- 
tures of Ergot. 

Erythrityl tetranitrate. 

Formaldehyde, except substances containing less than five per cent For- 
amaldehyde. 

Glyceryl trinitrate (nitroglycerine). 
7 Guanidines, the following: polymethylene diguanidines, diparaani- 
sylphenety’ guanidine. ; 
: Hydrochloric acid, except substances containing less than nine per cent 

‘weight in weight, of hydrochloric acid. ' 


Hydrocyanic acid, except substances containing less than 0:1 per cent 
of hydrocyanic acid (HCN); cyanides, except substances containing less 
than the equivalent of 0-1 per cent, weight in weight, of hydrocyanic acid 
(HCN); double cyanides of mercury and zinc. 


Hydrofluoric acid; potassium fluoride; sodium fluoride; sodium silico- 
fluoride. 

Insulin. 

Lead acetates : compounds of lead with acids from fixed oils. 


Mannityl Hexanitrate. 


Mercuric chloride or mercuric ammonium chlorides; except substance 
containing less than one per cent of mercuric chloride; mercuric iodide 
except substances containing less than two per cent of mercuric iodide: nitrates 
of mercury, except substances containing less than the equivalent of. thiee 
per cent, weight in weight, of mercury (Hg.); potassiomercuric iodides 
except substances containing less than the equivalent of one per cent of mer- 
curic iodide; organic compounds of mercury, except substances containing 
less than the equivalent of 0-2 per cent, weight in weight, of mercurv 
(Hg.); mercuric oxycyanides; oxides of mercury. ¥ 


~ 
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Nitric acid, except substances containing less than nine per cent, weight 
in weight, of nitric acid. 


Nitrobenzene. 
Nitrophenols, ortho, meta or para. 


Nux Vomica, seeds of; preparations of nux vomica, except substances 
containing less than 0:2 per cenf. of the alkaloids of nux vomica. ‘ 


Oil of Savin. 


Opium, except substances containing less than 0°2 per cent of morphine 
calculated as anhydrous morphine. 


Orthocaine; its salts. 
Ouabain. 


Oxalic acid; metallic oxalates other than potassium quadroxalate. 
Oxycinchoninic acid, derivatives of; their salts; their esters. 


Paraeamino-benzene-sulphonamide; its salts, derivatives of para-amino- 
benzene—sulphonamide having any of the hydrogen atoms of the para- 
amino group or of the sulphamido group substituted by another radical; 
their salts. 


- Para-amino-benzoic acid; esters of; their salts. 


Percain. 
Pethidine Hydrochloride. 
Phenetidylphenacetin. 


Phenols, that is, any member of the series of phenols of which the first 
«member is phenol and of which the molecular composition varies from 
amember to member by one atom of carbon and two atoms of hydrogen. 


Phenylcinchoninic acid, salicyl-cinchoninic acid; their salts; their esters. 


Phenylene diamines; toluene diamines; other alkylated benzene diamines 
their salts. | : 


Phenylethylhydantoin; its salts; its acyl derivatives; their salts. 
Phosphorus yellow. 


Picric acid, except substances containing less than nine per cent Picric 
acid. 


Picrotoxin. 
Pituitary gland, the active principles of. 


Potassium hydroxide, except substances containing less than twelve per 
cent, weight in weight, of potassrum hydroxide. 


- Procaine, salts of. 


Sodium hydroxide, except substances containing less than twelve per cent 
-weight in weight, of sodium hydroxide. ) 


Sulphonal; alkyl sulphonals. 


Sulphuric acid, except substances containing less than nine per cent 
-weight in weight, of sulphuric acid. 2 
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Strophanthus, glycosides of strophanthus. 
Suprarenal gland, the active principles of; their salts. 
Thallium, salts of. 
Thyroid gland, the active principles of; their salts. 
Tribromethyl alcohol. 
Zinc Chloride. 


SCHEDULE F 
[See Rule 78 and Part X.] 
PART I.—VAcGINEs 


(A) Provisions APPLICABLE TO THE PRODUCTION OF BACTERIAL VACCINES 


1. Definition—(1) This Part of this Schedule applies to bacterial vaccines: 
made from any micro-organism pathogenic to man or other animal and to. 
vaccines made from other micro-organisms which have any antigenic value. 


(2) For the purposes of this Part of this Schedule a bacterial vaccine 
means a Sterile suspension of a killed culture of the micro-organism from 
which the vaccine derives its name or 4 sterile extract or derivative of a micro- 
organism which has been prepared from a genuine culture of the micro- 


~- 


organism. 


2. Staff of Establishment.—The establishment where vaccines are prepared 
must be under the complete direction and control of a competent expert 
in bacteriology, who must be assisted by a staff adequate for carrying out 
the tests required during the preparation of the vaccines and in connection 


with the finished products. 


3. Proper Name.—The proper name of any vaccine shall be the name 
of the micro-organism from which it is made, followed by the word “vaccine” 
unless this Schedule otherwise provides or, if there is no special provision. 
in this Schedule, some other name is approved by the licensing authority: 
Provided that in the case of thé under-mentioned preparations the proper 


name of the vaccine may be as follows :— 


Anti-cholera vaccine ; 

Anti-typhoid vaccine ; 

Anti-plague vaccine ; 

Anti-dysentery vaccine ; 

Whooping cough vaccine. 

Anti-typhoid-paratyphoid (T.A.B.) Vaccine ; 
Anti-typhoid-paratyphoid (A.B. & C. ) Vaccine ; : 
Anti-typhoid-paratyphoid (A. & B.) and Cholera Vaccine. 


4. Records.—Cultures used in the preparation of vaccine must, before 
being manipulated into a vaccine, be thoroughly tested for identity by the 
generally accepted tests applicable to the particular micro-organism. ‘The 
permanent records which the. licensee is required to keep shall include a 
record of the origin, properties and characteristics of the cultures. 
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5. Combined Vaccines.—Vaccines may be issued either singly or combined 
in any proportion in the same container. In the case ot combinations of 
vaccines a name for the combined vaccine may be submitted by the licensee 
to the licensing authority, and, if approved, may be used as the proper name 
of the vaccine. 


6. Labelling.—(1) The label on the container shall indicate the compo- 
sition of the vaccine by reference either :— 


(a) to the number of micro-organisms per c.c.; or 
(b) to the weight of dried substance of micro-organisms per c.c.; or 


(c) to the number of micro-organisms or weight of dried substance of 
micro-organisms used in preparing | c.c. of the finished product. 


In the case of a combined vaccine the reference to the number of micro- 
organisms per c.c. or to the weight of dried substance of micro-organism shal] 
distinguish between the several kinds of contributing micro-organisms. 


(2) If the vaccine as issued for sale is combined with any substance other 
than a simple diluent, the exact nature and strength of such substance must 
be stated on the label. 


*(3) In the case of Anti-typhoid-paratyphoid (T.A.B.) vaccine and cho- 
lera vaccine, the date of expiry of potency of the vaccine shall be indicated cn 
the label on the container and on every other package or carton in which 
that container is packed. The date of expiry of potency of any such vaccine 
shall not be a date which is more than eighteen months after the date on 
which the vaccine was manufactured. 


7. Tests.—In the case of any vaccine prepared from a micro-organism 
which does not grow readily in ordinary culture media each batch of the 
vaccine shall, in addition to being submitted to the general tests for sterility 
prescribed in the Rules under the Act, be tested either in a similar manner 
on media which are specially favourable to the growth of the particular micro- 
organism from which the vaccine was prepared or by injection into an animal 
of a species known to be susceptible to infection by the particular organism, 
and no materia! from any batch shall be issued unless the batch has passed 
one of these tests. 


(B) Provisions APPLICABLE TO THE PRODUCTION OF VaccINE LymPH 
(VACCINIA VACCINE). 


1. Definition and Proper Name.—Vaccine, Lymph is a preparation of the 
vaccinal material obtained from the vesicles produced on the skin of healthy 
animals by inoculation of vaccinia virus. Its proper name is ““Vaccine Lymph’’. 


2. Staff of Establishment.—The establishment in which vaccine lymph 
is prepared must be under the complete direction and control of a competent 
expert, who must be assisted by a staff adequate for carrying out the opera- 
tions and tests required during the preparation of the vaccine lymph and 
in connection with the finished product. 


3. Condition and Housing of Anmals.—(1) The animals used in the pro- 
duction of vaccine lymph must be housed in hygienic conditions in premises 


satisfactory for this purpose. 


*Added under Government of India Notification No. F.1-17/51-DS, dated 7th Sep- 
tember, 1953. 
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(2) Only healthy animals may be used in the production of vaccine 
lymph. Each animal intended to be used as a source of vaccine lymph must, 
before being passed for, the production of vaccine lymph, be subjected to a 
period of observation in quarantine for at least seven days. During the 
period of quarantine the animal must remain free from any sign of disease 
and must be thoroughly cleaned and groomed. 


4. Precautions to be observed in Preparation.—(1) A special room, with 
impervious walls and floor, which can be washed and, when necessary, chemi- 


cally disinfected, must be provided for the inoculation of the animals and 
the collection of the vaccinal material. 


(2) The inoculation shall be made on such parts of the animal as are 
not liable to be soiled by the passage of faeces. The surface used for inocu- 
lation shall be shaved and so cleaned as‘to procure the nearest possible approach 
to asepsis. Prior to the collection of vaccinal material the inoculated area 
of the skin shall be cleaned in a similar fashion. 


(3) (a) Immediately before the vaccinal material is collected, the animal 
shall be killed. Subsequently a thorough post-mortem examination of the 
carcase shall be made by a qualified expert. . A complete record of each such 
examination shall be kept, and shall be open to inspection by or on behalf 
of the licensing authority at any time. If the examination reveals any com- 


municable disease (other than vaccinia) the lymph obtained from that animal 
shall not be issued; or 


(b) when post-mortem,examination is not carried out each animal 
shall be kept under observation for a period of at least forty-eight hours after 
Collection of lymph. If during this period the examination reveals any con- 
ditions which indicate or suggest that the animal is suffering from any infection 
other than vaccinia the lymph obtained from that animal shall not be issued. 


(4) All instruments and appliances used in the production of vaccine 
lymph shall be previously subjected to an effective process of sterilization. 


(5) Laboratories in which vaccinal material, after removal from the 
animal is being manufactured into lymph must be housed in a building separat- 
ed from stables or animal houses by a reasonable distance. Such labora- 


tories must have impervious walls and floors and must be capable of being 
really disinfected when necessary. 


(6) All processes concerned with the manufacture of vaccine lymph 
must be carried out with thorough aseptic precautions. 


(7) All vaccinal material must be subjected after collection to such 
treatment with glycerol or other partial disinfectants as will bring the content 
of bacteria and other extraneous micro-organisms of the lymph within the 
limit prescribed in paragraph 7 of this Part of this Schedule. 


(8) When the procedures necessary to bring the content of bacteria 
and other extraneous micro-organisms within the prescribed limit have been 
completed the vaccine lymph shall be kept continuously in cold storage at 
a temperature below 0°C.; until it is withdrawn to be filled into containers 
for issue after which process the filled containers shall immediately be re- 
turned to cold storage and kept continuously at a temperature below 0°C., 
until required for issue : Provided that it shall be permissible to remove 
vaccine lymph from one such cold store to another, if adequate precautions © 
are taken during such removal to guard against deterioration. 


3. Coniainers.~-Vaccine lymph for issue shall be introduced either— 
(a) into previously sterilized capillary glass tubes by a method excluding 
access of bacteria. The tubes shall then be hermetically sealed at each 


end. Each tube shall contain a quantity of vaccine lymph suitable fer the 
effective vaccination o one human subiect: or 
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(b) into tubes or containers of large dimensions which have been sterilized 
before the introduction of the lymph and sealed so as to preclude the access 
of bacteria. 


6. Labelling —(1) The label on the container or a label or wrapper. 
affixed to the package to which the container is issued for sale shallebear a 
statement that the potency of the vaccine lymph cannot be assured for more 
than seven days from the date of completion of manufacture, unless the lymph 
is kept continuously at a temperature below 10°C. when the potency can be 
assured for fourteen days : Provided that it shall be permissible to state that 
if the lymph is kept continuously below 0°C. the potency can be assured for 
at least six months. 


(2) For the purpose of Rule 109 (3) (b) the date on which the manu- 
facture of the batch is completed shall be the date on which the vaccine lymph 
is removed for issue from cold storage after having been kept continuously 
at a temperature below 0°C. since the date of filling into containers for issue. 


7. Tests for Purity—(1) The vaccinal material shall be exposed to the 
action of glycerol or other partial disinfectant under suitable conditions of 
temperature until tests made by means of plate cultures have shown that 
the total number of living bacteria or other extraneous micro-organism has 
been reduced to not more than 20 in 1 milligram, or 20,000 in | c.c. of the 
vaccine lymph. The results of these tests shall be recorded and the records 
kept for inspection. The determination of the content of the living micro- 
organisms in the vaccine lymph shall be made in a manner approved by the 
licensing authority and the enumeration of colonies shall be made after incu- 
bation for two days at approximately 37°C., and then for at least three days 
at approximately 20°C. 


(2) If B. anthracis is found to be present the batch of lymph shall be 
rejected forthwith, and if B. coli or any other pathogen is found which may 
prove harmful if introduced into the body by the process of vaccination the 
lymph must be kept in cold storage till an examination of at least 10 mill 
grams of 9°01 c.c. of the lymph fails to reveal its presence. 


(3) When the prescribed reduction in the number of living micro-orga- 
nisms has been effected, the batch of vaccine lymph may be issued if— 


(a) tests carried out in a manner approved by the licensing authority 
on a sample of not less than 0°1 per cent. of the batch have failed to reveal 
the presence of C/. tetani; and 


(b) tests carried out after the process of purification*has been completed 
on a sample of not less than 10 milligrams or 0°01 c.c. have failed to reveal 
the presence of beta haemolytic streptococci. 


8. Tests for potency.—(1) Each batch of vaccine lymph, after the process _ 
of purification has been completed, shall be tested for potency so as to ensure 
its activity at the time of issue. ‘These tests shall be applied not more than 
three months before the batch of lymph is fina‘ly issued. 


(2) For the purpose of a test for potency a dilution shall be prepared 
by mixing | volume of the lymph with 1,000 volumes of physiological saline 
solution, or other suitable diluent. ‘The dilution shall be used for the test 
without filtration. 
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(3) This dilution of the vaccine lymph shall be tested by application 
to the suitably prepared skin of a rabbit and the batch of vaccine lymph 
from which the dilution was prepared shall not be issued unless the Jesions 
characteristic of vaccinia are produced in a susceptible animal. For the 
purpose of comparison a similar dilution of lymph of known potency shall 
be applied simultaneously to the skin of the same animal: Provided that 
the licensing authority may approve any other form of comparative test 
fo potency which may be submitted to the licensing authority for approval. 


“ 
(C) PROVISIONS APPLICABLE TO THE PRODUCTION OF VACCINES CONTAINING 
LIVING ORGANISMS, VIRUSES OR OTHER POTENTIALLY INFECTIVE AGENTS OTHER. 
THAN VACCINE LYMPH (VACCINIA). 


(1) Every substance other than Vaccine Lymph (Vaccinia) contain- 
ing, or alleged to contain, bacteria, or virus or other potentially infective 
agent in the living condition shall be tested in such manner as the licensing 
authority shall approve in each particular case for the purpose of determin- 
ing— 


(a) that the substance contains in living condition the bacteria, virus 
or other potentially infective agent which it is alleged to contain; 


(b) that its administration is free from danger; 


(c) that it is free from living organisms other than those which it is alleged 
to contain. 


2. The proper name for such a substance shall be that which the licensing 
authority in each particular case shall approve in writing. 


(D) PROVISIONS APPLICABLE TO THE PRODUCTION OF CARBOLISED ANTI-RABIC 
VACCINE. 


1. Definition and Proper Name.—Carbolised anti-rabic vaccine is a sterile 
suspension of the brain substance of rabbits or sheep or other suitable animals 
which have died, or been killed when moribund by the administration of an 
anaesthetic, or other suitable method, after showing characteristic symptoms 
following subdural inoculation of rabies fixed virus in the form of a suspension 
of brain substance of rabbits in which the fixed virus strain has been main- 
tained. ‘The virus in the brain suspension shall have been inactivated by 
the addition of phenol. Its proper name is ‘“‘Carbolised anti-rabic vaccine’. 


2. Strain of fixed Rabies Virus to be used.—The strain of fixed Rabies Virus 
‘to be used in the preparation shall be one approved by the Licensing Autho- 
rity. 


3. Staff of establishment.—The establishment in which carbolised anti- 
rabic vaccine is prepared must be under the complete direction and control 
of a competent expert who must be assisted by a staff adequate for carrying 
out the tests required during the preparation of the vaccine and in connection 
with the finished product. 


4. Condition and housing of animals.—(1) The animals used in the produc- 


tion of carbolised anti-rabic vaccine must be adequately and healthily 
housed. 


\ 
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(2) Only healthy animals may be used in the production of carbolised 
anti-rabic vaccine. Each animal intended to be used as the source of car- 
bolised anti-rabic vaccine must, before being passed for the production of 
<arbolised anti-rabic vaccine, be subjected to a period of observation in quaran- 


tine for at least five days. During the period of quarantine the animal must 
remain free from any sign of disease. 


5. Precautions to be observed in preparation—(1) A special room, with 
impervious walls and floor, which can be washed and, when necessary, chemi- 
cally disinfected must be provided for the inoculation of animals and the 
removal of brains used in thé maintenance of the Fixed Virus Strain and the 
manufacture of carbolised anti-rabic vaccine. 


(2) The inoculation of animals and the removal of their brains must, 
be carried out with full aseptic precautions. 


(3) Tests for bacterial sterility of brains of animals used for the main- 
tenance of the Fixed Virus Strain for the preparation of carbolised anti-rabic 
‘vaccine must be carried out at the time of their removal and any brain material 
found to show bacterial contamination must not be employed in the manu- 


facture of the vaccine. ‘The sterility tests to be employed shall be those laid 
down in Rules 114 to 119. 


6. Records.—The licensee shall maintain permanent records of the origin, 
properties, and characteristics of the Fixed Rabies Virus Strain and of the 
serial passages made for its maintenance. Records shall be maintained of 
each animal passage made for the manufacture of the carbolised anti-rabic 
vaccine and of the manipulation of the brain material used. 


7. Labelling—The label on the container shall indicate the percentage 
or brain substance present in the vaccine. 


8. Issue-——Carbolised Anti-rabic Vaccine shall not be issued earlier than 
10 days from the date of addition of phenol to the brain suspension. A test 
for presence of phenol must be made before issue. 


© 
(E) PRovIsIONs APPLICABLE TO ‘TETANUS ‘TOxoID. 


1. Definition and Proper Name.—Tetanus Toxoid is tetanus toxin (the 
sterile filtrate from a culture on nutrient broth of Clostridium T etani) the specific 
toxicity of which has been completely removed by the action of chemical 
substances in such a manner that it retains efficiént properties as on immuni- 
sing antigen. Its proper name is ‘“T’etanus ‘Toxoid”’. 


2. Labelling —The label on the container shall indicate the dose, or 
doses, appropriate for administration at one injection to a human subject. 


3. Tests—Tetanus Toxoid shall be submitted to the following tests, and 
it shall not be issued unless it passes all of the tests : 


(a) Tests for sterility—Tetanus Toxoid shall be submitted to the tests 
for sterility as required under Part X of the Rules, and in addition, it shall 
be tested on media and under conditions approved by the licensing authority 
as being specially favourable for the growth of Clostridium Tetani. 
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(b) Tests to determine that the specific toxicity of the toxin used in its prepara 
tion has been completely removed. c.c. of the tetanus toxoid shall be injected 
into each of not less than five normal guinea-pigs, each weighing from 250 
to 350 grammes. If this injection produces any symptom of tetanus in any 
of the animals injected within 21 days of injection the tetanus toxoid shall be 
held not to have passed the tests. 


(c) Zests for potency as an immunizing antigen—The tests shall be carried 
out on not less than nine normal guinea-pigs, each weighing from 250 to 350 
grammes. Each guinea-pig shall receive by injection the tetanus toxoid, 
either in a dose of 5 c.c. on one occasion, or in two doses each of 0:1 c.c. on 
each of two occasions separated by an interval of not more than four weeks. 
It shall be permissible to include in the test guinea-pigs injected by either 
of these two methods provided that the total number so included is not less 
than nine. At a date not later than six weeks after the single injection here- 
inbefore prescribed, or if they have received the two injections, hereinbefore 
prescribed, at a date not later than two weeks after the second injection, the 
tetanus anti-toxin present in the serum of each guinea-pig shall be determined. 


If the serum of each of two-thirds or more of the guinea-pigs tested 
contains 0°] international unit or more of tetanus anti-toxin per c.c. of serum, 
or alternatively, if the serum of each of one-third or more of the guinea-pigs 
tested contains one international unit or more of tetanus anti-toxin per c.c. 
of serum, the tetanus toxoid shall be accepted as sufficiently potent. 


PROVISIONS APPLICABLE TO TETANUS TOXOID PREPARED FOR ISSUE IN FORMS 
OTHER THAN SIMPLE SOLUTION. 


4. Proper Name.—The proper name of any form of tetanus toxoid other 
than that of simple solution shall be ‘“Tetanus Toxoid”’ together with a phrase 
indicating the nature of the additional process to which it has been subjected, 
ée.g., “Tetanus Toxoid, Alum Precipitated’, or ‘Alum precipitated Tetanus. 
Toxoid” 


5. Labelling —The label on the container shall indicate the dose, or 
doses, appropriate for administration at one injection to a human subject. 


6. Yests—(a) When tetanus toxoid is prepared for administration in 
forms other than simple solution, such as Alum precipitated Tetanus Toxoid, 
the tetanus toxoid from which such forms are prepared shall be submitted 
to, and shall pass, the tests for sterility and for absence of specific toxicity 
hereinbefore prescribed. 


; (b) The product, after precipitation or other process used for its final 
preparation shall again, be subjected to the sterility tests hereinbefore pres- 
cribed, with such modifications as the nature of the product may require 
to make the test effective. 


(c) The product, after the precipitation or other process used for its 
final preparation, shall be subjected to the tests for absence of specific toxicity 
and for potency as an immunizing antigen hereinbefore prescribed, with the 
modification that the dose injected in the test for absence ot specific Loxicity 
and in the test for potency as an immunizing antigen when a single dose is 
administered, shall be 1 c.c. 


IOI 
PART II.—Toxins AND ANTIGENS. 


(A) PROVISIONS APPLICABLE TO THE REAGENTS USED IN THE SCHICK TEST 
FOR THE DIAGNOSIS OF SUSCEPTIBILITY TO DIPHTHERIA. 


1. Definition and Proper Names.—(1) The _ reagents used in the Schick 
test are two, Schick Toxin and Schick Control. ‘Their proper names respec- 
tively are ‘Schick Test Toxin’ and ‘Schick Control’. : 


(2) Schick Test Toxin is a sterile filtrate from a culture on nutrient 


broth of the specific organism of Diphtheria (Corynebacterium diphtheriae). it 
may be issued either— 


(a) undiluted, accompanied by a container in the same box or carton 
holding such a volume of sterile saline solution as, when mixed with the accom - 
panying quantity of the undiluted toxin, will make a dilution of the strength 
proper for use in the test. ‘The proper name of the substance in this form 
is “Schick Test Toxin (undiluted)”; or 


> 


(b) already diluted with an appropriate saline solution to the strength 
proper for use in the test. The proper name of the substance in this form is 
“Schick Test Toxin (diluted for use)”’. 


(3) Schick Control is prepared from the same batch of Schick Toxin 
as that with which it is used for sale, by destroying the specific toxicity. This 
is effected by heating the toxin in such a manner as to keep it at a temperature 
not lower than 70°C. for a time not shorter than five minutes. Schick Control 
5s issued in a dilution not weaker than that in which the corresponding toxin 
is used in the test. 


(4) The dilution of Schick Toxin proper for the test is that in which 
0:2 c.c. contains one test dose. 


2. Tests for potency—The test dose of Schick Toxin for the purpose of the 
foregoing provision shall be measured by the following tests :— 


(4) By intracutaneous injection into normal guinea-pigs in mixtures 
with different proportions of diphtheria anti-toxin. One test dose mixed 
with 1/750th or more of a unit of anti-toxin must cause no local reaction 
but mixed with 1/1,250th or less of a unit of anti-toxin must cause a definite 


jocal reaction of the type known as the ‘‘Positive Schick Reaction”’ ; 


(b) by intracutaneous injection into normal guinea-pigs, without admix- 
ture with anti-toxin. 1/50th of one test dose must not cause, and 1/25th of 
one test dose must cause, a definite local reaction of the type known as the 
“Positive Schick Reaction”. 


3, Application of Rule 120.—Rule 120 shall apply to Schick Toxin (diluted 
for use) as being a substance so unstable in solution that the delay occasioned 
_ by the completion of the sterility test on filled containers prescribed by the 
Rules would render its issue in active form impossible. 


(B) PROVISIONS APPLICABLE TO DIPHTHERIA PROPHYLACTIC. 


1. Definition and Proper Name.—Diphtheria Prophylactic is diphtheria 
toxin (the sterile filtrate from a culture on nutrient broth of Corynebactertum 
diphtheriae), or material drived therefrom the specific toxicity of which has 
been reduced to a low value either by the action of chemical substances, 
or by the addition of diphtheria anti-toxin, or by both methods, but, in any 
case, in such a manner that it retains efficient properties as an immunizing 
antigen. Its proper name is “Diphtheria Prophylactic”. 
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2. Labelling —The label on the container shall bear a statement of the 
dose (hereinafter referred to as the “human dose”) appropriate for adminis- 
tration at one injection to a human subject. 


3. Tests—-Diphtheria Prophylactic shall be submitted to the following 
tests :— 

(a) Tests to determine that the specific toxicity of the toxin used in its prepara- 
tion has been so reduced that it does not exceed the prescribed maximum.—Five human 
doses of the Diphtheria Prophylactic under test shall be injected into each 
of five normal guinea-pigs each weighing 250 to 350 grammes. This injection 
must not cause the death of any of the guinea-pigs within six days following 
the injection. If all the guinea-pigs injected survive for six days but any of 
them die within thirty days following the injection from the specific toxaemia, 
one human dose of the Diphtheria Prophylactic under test shall be injected 
into each of five normal guinea-pigs, each weighing 250 to 350 grammes. 
This injection must not cause the death of any of the guinea-pigs within 30 
days following the injection. | 


If a batch of Diphtheria Prophylactic is shown by either of these tests 
to have a greater toxicity than the maximum hereby indicated, it shall not 
be issued unless and until the toxicity has been so reduced by further treatment 
that it does not exceed that maximum. 


(b) Tests for potency as an immunizing antigen—A quantity of Diphtheria 
Prophylactic not exceeding five human doses shall be injected on one occasion 
into each of at least ten normal guinea-pigs; or, alternatively, 2 quantity 
of Diphtheria Prophylactic not exceeding one-tenth of a human dose shall 
be injected into each of at least ten normal guinea-pigs on each of two occasions, 
separated by an interval of not more than four weeks. ‘The guinea-pigs shall 
be tested for immunity to diphtheria toxin, if they have received the single 
injection hereinbefore prescribed, at a date not later than six weeks after 
injection, and if they have received the two injections hereinbefore prescribed, 
at a date not later than three weeks after the second injection, by intracu- 
taneous injection into each guinea-pig of one test dose of Schick Toxin. If 
more than two out of ten guinea-pigs thus tested or more than one quarter 
of the number tested if this is greater than ten exhibit a positive Schick reaction, 
the batch of Diphtheria Prophylactic shall be treated as insufficiently potent, 
and shall not be issued : | 


Provided that in the case of the forms of Diphtheria Prophylactic known 
as Toxin-Anti-toxin Floccules and Toxoid-Anti-toxin Floccules the Prophy- 
lactic may be similarly injected into nine or more normal guinea-pigs which 
may be tested for immunity to Diphtheria Toxin by two separate but simul- - 
taneous intracutaneous injections into each of at least nine of these guinea- 
pigs of one test dose and two test doses, respectively, of Schick 
Toxin. If two-thirds or more of the guinea-pigs tested do not exhibit a positive- 
reaction to one test dose of Schick Toxin; or alternatively, if one-third or 
more of the guinea-pigs tested do not exhibit a positive reaction to two test 
doses of Schick ‘Toxin, the batch shall be accepted as sufficiently potent. 


(C) PROVISIONS APPLICABLE TO TUBERCULINS AND OTHER PREPARATIONS 
FROM THE BACILLUS TUBERCULOSIS AND ITS CULTUREs. 


(NAme.—The name ‘“‘tuberculin” has been frequently applied to any 
extract, suspension or other preparation of the Bacillus tuberculosis or’ 
of media on which that bacillus has been cultivated. In the following Part 
of this Schedule the name is used in a more restricted sense and ‘applies only 
to tuberculins as therein defined.) 


39 
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‘TUBERCULINS. 


1. Definition and Proper Name.—(1) Tuberculins are preparations of 
fluid media on which the Bacillus tuberculosis has been grown in artificial 
culture and which have been freed by filtration from the bacilli. 


(2) For the purposes of this Schedule tuberculins are classified in two 
groups, (a) Old Tuberculin, and (b) Tuberculin, Bouillon Filtrate. 


2. Old Tuberculin—(1) Old Tuberculin is the concentrated filtrate 
from the growth of Bacillus tuberculosis on a suitable nutrient broth. For 
its preparation the bacillus must be grown at approximately 37°C., for a 
period, usually not less than six weeks, sufficient to allow the surface of the 
fluid medium to become covered by a thick growth of the bacillus. At the 
end of this period the fluid medium, from which the bacilli may or not have 
been previoulsy separated by filtration, must be concentrated by evaporation 
to one-tenth of its original volume and then be filtered. If the required test 
for potency shows that the preparation so concentrated is more potent than 
the standard preparation, the potency may be reduced to the required degree 
by appropriate dilution. If the test shows that the potency is less than that 
of the standard preparation, it shall not be increased by further evaporation. 
The proper name of the preparation is “Old Tuberculin”, with or without 
a suffix such as T., or P.T. The suffix, T., if used, will indicate that the 
bacillus used in preparing the Tuberculin was obtained from a case of human 
infection, and the suffix P.T. the bacillus used was obtained from a case 
of bovine infection. 


(2) The standard preparation of Old Tuberculin, is a quantity of Old 
Tuberculin kept in the National Institute for Medical Research, Hampstead. 


(3) Each batch of Old Tuberculin shall be tested for potency by obser- 
vation of its specific toxicity, by a method approved by the licensing authority, 
in such a way that the potency of the preparation under test is measured by 
comparison with that of the standard preparation. Old Tuberculin shall 
not be issued if its activity differs from that of the standard preparation to 
such an extent that the difference is revealed by the test. 


(4) Each batch of Old Tuberculin shall be tested for the absence of 
non-specific toxicity by the subcutaneous injection of 0°5 c.c. into a normal 
guinea-pig, and shall be treated as having passed the test if such injection 
does not cause death or serious symptoms. 


3. Tuberculin Bouillon Filtrate-—(1) Tuberculin Bouillon Filtrate is the uncon- 
centrated Filtrate from the growth of Bacillus tuberculosis on a suitable nutrient 
broth. For its preparation the bacillus must be grown at approximately, 
37°C. for a period usually not less than six weeks, sufficient to allow the 
surface of the fluid medium to become covered by a thick growth of the bacillus. 
At the end of this period the medium is freed from bacilli by filtration through 
a bacteria-proof filter. ‘The proper name of the preparation is ‘“Tuberculin 
Bouillon Filtrate’’, with or without a suffix such as T.O.A. or P.T.O. The 
sufhx T.O.A. if used, will indicate that the bacillus used in preparing the 
‘Tuberculin Bouillon Filtrate was obtained from a case of human infection: 
and the suffix P.T.O. will indicate that the bacillus used was obtained from 
a case of bovine infection. 

(2) Each batch ot Tuberculin Bouillon Filtrate shall be tested for the 
absence of non-specific toxicity by the subcutaneous injection of 5 c.c. into 
a normal guinea-pig, and shall be treated as having passed the test if such 
injection does not cause death or serious symptoms. 
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4. Test for sterility—All tuberculins shall be tested for sterility in accor- 
dance with Rules 115 to 119. Tuberculin Bouillon Filtrate shall be tested 
in addition for absence of living tubercle bacilli by a method satisfactory to 
the licensing authority. 


‘TUBERCLE VACCINES. 


5. Definition and Proper Name.—Tubercle vaccines are preparations made 
from the bacillary substance obtained by growth of the Bacillus tuberculosis 
on artificial media, and consisting of suspensions of the killed organism or of 
products therefrom, in water or other suitable suspending fluids. ‘The proper 
name is “Tubercle Vaccine’, and any other descriptive title or symbol indi- 
cating the origin of the bacilli or the nature of the process of preparation 


must be used in addition to, and not in substitution for, the name ‘“Tubercle 
Vaccine’. 


6. Application of provisions as to bacterial vaccines.—The provisions of Part I 
(A) of this Schedule (which relates to the production of bacterial vaccines) 
shall apply to the production of tubercle vaccines. 


(D) PRovIsIONS APPLICABLE TO STAPHYLOCOCCUS TOXOID. 


1. Definition and Proper Name.—Staphylococcus Toxoid is staphylococcus 
toxin (the sterile filtrate from a culture on a suitable medium of a toxigenic 
strain of staphylococcus), the specific toxicity of which has been reduced to 
low value by the action of chemical substances in such a manner that it retains 


efficient properties as an immunizing antigen. Its proper name is “‘Staphy- 
lococcus Toxoid’’. 


Staphylococcus Toxoid may be issued either— 
(a) undiluted; or 


(b) already diluted with an appropriate saline solution to the strength 
suitable for injection. 


2. Labelling —The label on the container shall indicate the dose, or 
doses, appropriate for administration at one injection to a human subject. 


3. Tests—Staphylococcus Toxoid shall be submitted to the following 
tests, it shall not be issued unless it passes all of the tests. 


(a) Tests to determine that the specific toxicity of the toxin used in its prepara- 
tion has been sufficiently reduced—(i) One volume of the undiluted staphy- 
lococcus toxoid shall be added to four volumes of physiological saline solution; 
equal volumes of this dilution of staphylococcus toxoid and of a 2 per cent. — 
suspension of washed red blood corpuscles of the rabbit shall be mixed; when 


the mixture is heated to 37°C. for one hour there must be no significant haemo- 
lysis. 


(ii) 0°2 c.c. of the undiluted staphylococcus toxoid shall be injected 
intracutaneously into a normal rabbit or guinea-pig; this injection may cause 
a slight local reaction but must not produce necrosis. 


(iii) Two rabbits shall be injected intravenously with doses of staphy- 
lococcus toxoid calculated at the rate of 2°5 c.c. per kilogram body weight; 
this injection must not cause the death of either rabbit within three days 
following the injection. 
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(b) Test of non-specific toxicity—Two normal mice shall be injected intra- 
peritoneally with 0°5 c.c. of the undiluted toxoid; this injection must cause 
the death of either animal within seven days following the injection. 


(c) Tests for potency as an immunizing antigen.—| c.c. of the undiluted 
staphylococcus toxoid shall be injected into each of not less than nine nor- 
mal guinea-pigs on each of two occasions separated by an interval of not 
more than four weeks; at a date not later than two weeks after the second 
injection the staphylococcus anti-toxin present in the serum of each guinea-pig 
shall be determined. 


If the serum of each of two-thirds or more of the guinea-pigs tested contains 
0°5 unit or more of staphylococcus anti-toxin per c.c. of serum, or alternatively 
if the serum of each of one-third or more of the guinea-pigs tested contains 
1 unit or more of staphylococcus anti-toxin per c.c. of serum, the toxoid shall] 
be accepted as sufficiently potent. 


PART III.—PrRovisiIons APPLICABLE TO THE PRODUCTION OF ALL SERA 
FROM LIVING ANIMALS. 


1. Condition and housing of animals——(1) The animals used in the pro- 
duction of sera must be adequately and healthily housed. 


(2) Only healthy animals may be used in the preparation of sera, and 
in particular the presence of glanders in horses or other equidae and of tuber- 
culosis in cattle must be excluded by testing with mallein and tuberculin 
respectively. 


(3) Every new animal intended to be used as a source of serum must 
be subjected to a period of observation in quarantine for at least seven days, 
before being admitted to the stables in which the serum-yielding animals 
are housed. 


(4) Every animal used as a source of serum must either be actively 
immunized against tetanus toxin or must be passively immunized against 
that toxin by injections of tetanus anti-toxin in such doses as to ensure the 
constant presence of that anti-toxin in the blood during the whole period of 
the use of the animal as a source of serum. . 


2. Staff of establishment.—The establishment must be under the complete 
direction and control of a competent expert in bacteriology and serology, 
assisted by a staff adequate for carrying out the tests required during the 
preparation of the sera and in connection with the finished products. 


3. Precautions to be observed in preparation—(1) Laboratories where sera 
are exposed to the air in the course of the process of preparation must be 
separated by a sufficient distance from stables and animal houses to avoid 
the risk of aerial contamination with bacteria from animal excreta, and must 
be rendered fly-proof to prevent such contamination by insects. Such labo- 
ratories must have impervious walls and floors and must be capable of being 
readily disinfected when necessary. 


(2) A special room with impervious walls and floor which can be washed 
and, when necessary, chemically disinfected must be provided for the collection 
of blood from the living animal. 
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(3) An efficient system of manure removal must be used, which will 


prevent its accumulation in the vicinity of any room where blood or serum 
is collected or handled. 


(4) An adequate number of efficient sterilizers must be provided for 
the sterilization of all glassware or other apparatus with which the serum 
may come into contact in the course of its preparation. 


(5) All processes to which the serum js subjected during and after its 
collection from the animal, must be designed to preserve its sterility, but 
in the case of artificially concentrated sera, it shall suffice that the process 
of concentration is conducted with scrupulous cleanliness and in such a manner 


as to avoid unnecessary or dangerous contamination. 


(6) The laboratories in which the testing of the sera for potency, sterility 
and freedom from abnormal toxicity are carried out must be adequate for 


the purpose. An adequate supply of animals for use in such tests and suitable 
housing for such animals must be provided. 


(7) Provision must be made for complying with any special conditions 
which may be laid down in this Schedule relating to the production and 
issue of the particular serum, in respect of which the licence is granted. 


4. Unhealthy or infected animals.—If an animal used in the production 
of sera is found to be suffering from an infection, except one produced by 
living organisms against which it is being immunized, or shows signs of serious 
or persistent ill-health not reasonably attributable to the process of immuni- 
zation, the licensee shall immediately report the matter to the licensing autho- 
rity and shall, if the authority orders an inspection and the inspector so directs, 
cause such animal to be killed and a post mortem examination of it to be made, 
and take steps to prevent any serum obtained from the animal being sold 
or offered for sale until permission is given by the authority. If the result 
of the post mortem examination is such as to bring under suspicion the health 
of any of the other animals used for the production of sera, the licensing 
authority may prohibit the use of those animals for the production of sera or 


may take such other steps as may be necessary to prevent the issue of sera 
which may be dangerous to human health : 


Provided that in a case of emergency the person in charge of the estab- 
lishment may order the destruction of an animal used in the production of 
Sera and suspected of infection, and shall in that case give notice forthwith 


to the licensing authority and shall permit an inspector to be present at the 
post mortem examination. 


PART IV.—ProvisIons APPLICABLE TO PARTICULAR SERA AND ANTI=TOXINS. 


(A) PRovIsIONS APPLICABLE TO ANTI-BACTERIAL SERA AND ANTI-TOXIC SERA 
FOR WHICH NO POTENCY TEST IS PRESCRIBED, 7 


(NotE.—The sera and anti-toxins to which this Part of this Schedule 
applies are the sera or solutions of the purified proteins of sera separated 
from the blood of animals which have been artificially immunized against — 
cultures of one or more organisms or against a soluble toxin or toxins produced 


by the organism or organisms or against antigenic substances prepared from 
the organism or organisms.) 
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1. Proper name.—The proper name of any anti-bacterial serum to which 
Division A of this Part of this Schedule applies shall be the recognized scientific 
name of the organisms or some generally recognized abbreviation — thereof. 
preceded by the prefix “‘anti’’, and followed by the word ‘ serum’, as, for 
example, “anti-meningococcus serum”. The proper name of any anti- 
toxin serum may be formed from the word ‘‘anti-toxin’”, preceded by the 
name of the organism from which the toxin was prepared, and followed 
if desired, by a term indicating the source or the strain of that organism, 
for example, “‘sterptococcus anti-toxin (Scarlatina)”’. é 


2. Quality——(1) Any such serum shall be issued for therapeutic use 
in the form of either— 


(a) natural serum, 7.e., the liquid product of decantation of the coagu- 
lated blood or plasma without any addition, other than antiseptic, or sub- 
traction; or 


(b) a solution of the purified serum proteins containing the 


AD). specific 
antibodies. E 


(2) At the time of issue, the liquid shall be clear or show, at most a slight 
opalescence or precipitate. Preparations of the natural serum shall not 
contain more than 10 per cent. of solid matter. A solution of the serum 
protein shall not contain more than 20 per cent. of the solid matter. 


3. Labelling —(1) The label on the container shall indicate the total 
number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of the purified serum proteins. 


4. Cultures—The cultures used in immunizing the animals shall be 
at all times open to inspection, and specimens shall be furnished for examina- 
tion at the request of the licensing authority. 


5. Records.—(1) The permanent records which the licensee is required 
to keep shall include the following particulars— 


(a) as to the cultures— 
(i) the source from which the culture was obtained; 


(ii) the nature of the material from which the culture was isolated and 
the date of its isolation; and 


(iii) evidence of the identity and specificity of the culture. 
(b) as to the procedure used in immunizing the animals— 


(i) the method of preparing the culture or antigen used for immuni- 
zation; 

(ii) the dosage and methods employed in administering the culture 
of antigen; 


(iii) the period in the course of immunization at which blood is with- 
_ drawn for preparation of the serum. 


(c) any tests which may have been applied to the serum to determine 
its content of specific antibodies or its specific thereapeutic potency. 
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(2) If the licensee desires to treat the performance of any test recorded 
under sub-paragraph (1) (c) of this paragraph as determining the date of 
completion of manufacture for the purposes of Rule 109 he shall submit full 
particulars of the proposed test to the licensing authority and obtain his 
approval. - . 


(B) Provisions APPLICABLE TO ANTI-DysENTERY SERUM (SHIGA) AND 
OTHER ANTI-DysENTERY SERA. 


AnTI-DysENTERY SERUM (SHIGA). 


1. Proper Name.—Anti-dysentery serum (Shiga) is the serum or the 
globulins containing the specific immune substances, separated from the 
blood of animal which have been immunized against the toxins, cultures 
or bacterial substances obtained by artificial culture of the Bacillus dysenteriae 
(Shiga). The proper name of the substances is “‘Anti-dysentery Serum 
(Shiga)’’. 


2. Standard preparation—The standard preparation is a quantity of dried 
serum, obtained from horses immunized against the toxic constituents of the 
Bacillus dysenteriae (Shiga), and kept in the National Institute for Medical 
Research, Hampstead. 


3. Quality.—(1) Anti-dysentery serum (Shiga) shall be issued for thera- 
peutic use in the form of, either— - 


(a) the serum separated from the blood or plasma of the immunized 
animals; or ; 


(b) the solution of the globulins containing the specific immune subs- 
tances; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the globu- 
lins containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a very slight opalescence or precipitate. Preparations 
of the natural serum (the liquid product of decantation, of the coagulated 
blood without any addition, other than antiseptic, or subtraction) shall not 
contain more than 10 per cent. of total solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 20 per cent. of total solid 
matter. 


4. Strength—(1) The potency of anti-dysentery serum with respect to its 
content of antibodies for the toxic constituents of the Bacillus dysenteriae (Shiga) 
shall be determined by intravenous injection into mice of mixtures of the 
serum with a solution or suspension of the said toxic constituents, which 
solution of suspension has been standardized in relation to the standard 


preparation of anti-dysentery serum. 


(2) Each container of anti-dysentery serum (Shiga) shall contain a 
sufficient number of units in excess of the minimum total number of units 
indicated on the label to ensure that the said minimum total number of units 
will still be present in the container at the date appearing on the label pursuant 
to Rule 109 (3) (d) as the date up to which the preparation may be ex: :cted 
to retain its potency. 


TOQ 


5. Unit of Standardization—The unit of anti-dysentery serum (Shiga) 
for the purposes of these Rules is the specific neutralizing activity for the 
Bacillus dysenteriae (Shiga) contained in such an amount of the standard prepa- 
ration as the Medical Research Council in the United Kingdom may from 


time to time indicate as the quantity exactly equivalent to the unit accepted 
for international use. 


6. Labelling —The label on the container ‘shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation with respect to its anti-toxic 
value for the toxic constituents of the Bacillus dysenteriae (Shiga), expressed 
as the minimum number of units per c.c. in the case of liquid products, or as 
the minimum number of units per gramme in the case of dry products; or 
(ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of the globulins containing the specific immune 
substances, or a dried natural serum or dried globulins. 


OTHER ANTI-DyYSENTERY SERA. 


7. Proper Names.—Anti-dysentery sera prepared by immunizing animals 
against bacilli producing dysentery in man, other than the B. dysenteriae (Shiga) 
shall conform with the provisions of Division (A) of this Part of this Schedule 
which are applicable to sera for which no potency test is prescribed. The 
proper name shall in each case be “Anti-dysentery Serum’’, followed, in 
brackets, by the personal name or other symbol by which the particular 
strain or strains of dysentery bacilli are identified by bacteriologists, as, for 


example, “Anti-dysentery Serum (Flexner)”, “Anti-dysentery Serum (Y)”, 
*‘Anti-dysentery Serum (Flexner, Y)’’. 


by) 


8. Mixed sera—A mixed anti-dysentery serum, prepared by immuni- 
zing animals against the B. dysenteriae (Shiga) and in addition against one or 
more of the other bacilli associated with human dysentery shall conform with 
the provisions of Division (A) of this Part of the Schedule, and shall also, 
with respect to its content of immune substances for the B. dysenteriae (Shiga) 
and its products, conform with paragraphs 3, 4, 5, and 6 (2) in Division (B) 
thereof; and the number of units shown on the label shall indicate the neutra- 
lizing value of the serum for the products of the B. dysenteriae (Shiga) only. 
The proper name of such a serum shall be “‘Anti-dysentery Serum’? followed, 
in brackets, by the names of symbols indicating the strains used in its prepa- 
ration, as, for example, “‘Anti-dysentery Serum (Shiga, Flexner, Y)’’. 


(CG) PROVISIONS APPLICABLE TO DIPHTHERIA ANTI-TOXIN. 


1. Definition and Proper Names.—Diphtheria anti-toxin is the serum or 
the anti-toxic-globulins separated from the blood of animals which have 
been immunized against diphtheria toxin. When the serum or anti-toxic 
globulins are obtained from the blood of horses or other equidae, the proper 
name of the substance is ‘diphtheria anti-toxin’”’. When the serum or anti- 
toxic globulins are obtained from animals other than horses or other equidae, 
the proper name is “diphtheria anti-toxin”’ followed by the common name 
of the animal from which the substance is prepared. 
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2. Standard preparation.—The standard preparation is a quantity of dried 
diphtheria anti-toxin kept in the National Institute for Medical Research, 


Hampstead, London. 


3. Strength—(1) Diphtheria anti-toxin having a potency of less than 
400 units per c.c. in the case of liquid preparations, or less than 4,000 units 
per gramme in the case of dried preparations shall not be issued. 


(2) Each container of diphtheria anti-toxin shall contain a sufficient 
number of units in excess of the minimum total number of units indicated 
on the label to ensure that the said minimum total number of units will still 
be present in the container at the date appearing on the label pursuant to 
Rule 109 (3) (d) as the date up to which.the preparation may be expected 


to retain its potency. 


4. Quality—(1) Diphtheria anti-toxin shall be issued for therapeutic 
and prophylactic use in the form of either— 


(a) the serum separated from the blood or plasma of animals immu- 
nized against diphtheria toxin; or 


(b) the solution of the globulins containing the specific anti-toxin; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the anti- 
toxic globulins containing no antiseptic or other added substance. 


(2) If issued in fluid form the liquid at the time of issue shall be clear 
or shall show, at most, a very slight opalescence or precipitate. Prepara- 
tions of the natural serum (the liquid product of decantation of the coagula- 
ted blood without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent. of solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 0°1 gramme of solid matter 


for each 500 anti-toxin units. 


5. Unit of standardization—The unit of diphtheria anti-toxin for the 
purposes of these Rules is the specific neutralizing activity for diphtheria 
toxin contained in such an amount of the standard preparation as the 
Medical Research Council in the United Kingdom may from time to time 
indicate as the quantity exactly equivalent to the unit accepted for interna- 


tional use. 


6. Test for potency—The potency in units of diphtheria anti-toxin 
shall be determined in accordance with a method approved by the licensing 
authority by the injection into guinea-pigs of a mixture consisting of the 
anti-toxin under test and of a diphtheria toxin which has been standardized 
in relation to the standard preparation. 


7. Labelling. —(1) The label on the container shall indicate— 

(a) the minimum total number of units in the container; and 

(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products, or as the 
minimum number of units of anti-toxin per gramme in the case of dry products; 
or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of anti-toxic globulins, dried natural serum, 


or dried anti-toxic globulins. 


FI 


(D) Provisions APPLICABLE TO TETANUS ANTI-TOXIN. 


1. Proper Name.—Tetanus Anti-toxin is the serum, or the anti-toxic 
globulins separated from the blood of animals which have been immunized 
against tetanus toxin. The proper name of the substance is ‘Tetanus anti- 
toxin”. 


2. Standard preparation—The standard preparation is a quantity of dried 
tetanus anti-toxin kept in the National Institute for Medical Research, 
_ Hampstead, London. 


3. Strength—(1) Tetanus anti-toxin having a potency of less than 150 
units per c.c. in the case of liquid preparations or less than 1,500 units per 
gramme in the case of dried preparations, shall not be issued for prophylactic 
use. 


Tetanus anti-toxin having a potency of less than 800 units per c.c. in 
the case of liquid preparations, or less than 8,000 units per gramme in the 
case of dried preparations shall not be issued for the treatment of tetanus 


(2) Each container of tetanus anti-toxin shall contain a sufficient number 
of units in excess of the minimum total number of units indicated on the label 
to ensure that the said minimum total number of units will still be present 
in the container at the date appearing on the label pursuant to Rule 109(3) (d) 
as the date up to which the preparation may be expected to retain its potency. 


4. Quality—(1) Tetanus anti-toxin shall be issued for therapeutic 
and prophylactic use in the form of either— 


(a) the serum separated from the blood or plasma of animals immunized 
against tetanus toxin; or 


(b) the solution of the globulins containing the specific anti-toxin; or 


(c) a dry powder prepared from (i) the natural serum (ii) the anti-toxic 
globulins, and containing no antiseptic or other added substance. 


(2) If issued in fluid form the liquid at the time of issue shall be clear 
or show at most a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
without any addition, other than antiseptic, or subtraction) shall not con« 
tain more than 10 per cent. of total solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 0°1 gramme of solid matter 
for each 300 anti-toxin units. 


9. Unit of Standardization.—The unit of tetanus anti-toxin for the purposes: 
of these Rules is the specific neutralizing activity for tetanus toxin contained. 
in such an amount of the standard preparation as the Medical Research. 
Council in the United Kingdom may from time to time indicate as the quantity 
exactly equivalent to the unit accepted for international use. | 
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6. Test for potency.—The potency in units of tetanus anti-toxin shall be 
determined by the subcutaneous injection into guinea-pigs or mice of mixtures 
of the preparation with a tetanus toxin which has been standardized in relae 
tion to the standard preparation of tetanus anti-toxin. The neutralizing 
value may be determined by observation either— 


(a) of the greatest dose which fails to protect a guinea-pig or mouse 
from death within four days, or 


(b) of the least dose which suffices to protect a mouse or guinea-pig 
from the appearance of symptoms of tetanus. 


7. Labelling —(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container ; and 


(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products, or as the 
minimum number of units of anti-toxin per gramme in the case of dry products; 
or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular products, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum, or 
dried anti-toxin globulins. 


(This Section D has been revised under Government of India Notifi- 
cation No. F. 1-1/52-DS, dated the 20th July, 1993.) 


(E) Provisions APPLICABLE TO Gas-GANGRENE ANTI-TOXIN (PERFRINGENS), 


1. Proper Names.—Gas-Gangrene Anti-toxin (Perfringens) is the* serum 
or the anti-toxic globulins, separated from the blood of animals which have 
been immunized against the specific toxin prepared by the growth-of Bacillus 
perfringens (B. welchii) in a fluid medium. The proper name of the substance 
is “Gas-Gangrene Anti-toxin (Perfringens)”. 


2. Standard preparation—The standard preparation is a quantity of dried 
gas-gangrene anti-toxin (perfringens) kept in the National Institute for Medical 
Research, Hampstead, London. 


3. Quality—(1) Gas-gangrene anti-toxin shall be issued for therapeutic 
use in the form of either— 


(a) the serum separated from the blood or plasma of the immunized 
animals; or 


(b) the solution of the globulins containing the specific immune subs- 
tances; or 


(c) a dry powder prepared from (i) the natural serum or (ii) the 
globulin containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue ; be clear 
or show, at most, a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
without any addition, other than antiseptic, or subtraction) shall not contain 
more than 10 per cent. of solid matter. A solution of the separated anti- 
toxic globulins shall not contain more than 20 per cent. of total solid matter. 


- 
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4. Strength—(1) The potency in units of gas-yangrene  anti-toxin 
{pertringens) ‘shall be determined, in accordance with a method approved 
by the licensing authority, by the injection into animals of a mixture of the 
anti-toxin under test with a gas-gangrene (perfringens) toxin which has _ been 
standardized in relation to the standard preparation of gas-gangrene anti- 
toxin (perfringens). 


(2) Each container of gas-gangrene anti-toxin (perfringens) shall contain 
a sufficient number of units in excess of the minimum total number of units 
indicated on the label to ensure that the said minimum total number of units 
will still be present in the container at the date appearing on the label pursu- 
ant to Rule 109 (3) (d) as the date up to which the preparation may be expected 
to retain its potency. 


5. Units of standardization—The unit of gas-gangrene anti-toxin (perfrin- 
gens) for the purposes of these Rules is the specific neutralizing activity for 
gas-gangrene (perfringens) toxin contained in such an amount of the standard 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling —(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products or as mini- 
mum number of units of anti-toxin per gramme in the case of dry products; 
or (ii) the total number of c.c. in the container. 


(2) The label.on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-toxic globulins. . 


7. Mixed anti-toxins—Mixed anti-toxin, containing anti-toxins against 
other toxins than that of the Bacillus perfringens, shall, with respect to its content 
in units of gas-gangrene anti-toxin (perfringens), conform with paragraphs 


4, 5 and 6. 


(F) PROvISIONS APPLICABLE TO GAs-GANGRENE ANTI-TOXIN (OEDEMATIENS). 


1. Proper Name.—Gas-Gangrene Anti-toxin (Oedematiens) is the serum, 
or the anti-toxic globulins, separated from the blood of animals which have 
been immunized against the specific toxin prepared by the growth of clostri- 
dium oedematiens in a fluid medium. ‘The proper name of the substance is 
-“‘Gas-Gangrene Anti-toxin (Oedematiens)”’. 


2. Standard preparation.—The standard preparation is a quantity of dried 
gas-gangrene anti-toxin (Oedematiens) kept in the National Institute for 
Medical Research, Hampstead, London. 


3. Quality—(1) Gas-Gangrene Anti-toxin (Oedematiens) shall be issued 
for therapeutic use in the form of either—- 


(a) the serum separated from the blood or plasma of the immunized 
animals, or 


(b) the solution of the globulins containing the specified immune sub- 
stances; or 
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(c) the dried solid prepared from (i) the natural serum or (ii) the globulins 
containing the specified immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
or plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent. of solid matter. A solution of the separated: 
anti-toxic globulins shall not contain more than 20 per cent. of solid matter. 


4. Strength (1) The potency in units of gas-gangrene anti-toxin (Oede- 
matiens) shall be determined, by a method approved by the licensing autho- 
rity, by the injection into animals of a mixture of the anti-toxin under test 
‘with a gas-gangrene (Oedematiens) toxin which has been standardized in 
relation to the standard preparation of gas-gangrene anti-toxin (Oedema- 
tiens). 

(2) Each container of gas-gangrene anti-toxin (Oedematiens) shall 
contain a sufficient number of units in excess of the minimum total number 
of units indicated on the label to ensure that the said minimum total number 
of units will still be present in the container at the date appearing on the 
label pursuant to Rule 109 (3)(d) the date up to which the preparation may 
be expected to retain its potency. 


5. Unit of standardization.—The unit of gas-gangrene anti-toxin (Oedema- 
tiens) for the purposes of these Rules is the specific neutralizing activity for 
gas-gangrene(Oedematiens) toxin contained in such an amount of the standard. 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling —(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products, or as the 
minimum number of units of anti-toxin per gramme in the case of dry pra- 
ducts; or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 


dried anti-toxic globulins. 


7. Mixed anti-toxins—A mixed anti-toxin, containing anti-toxins against 
other toxins than that of clostridium oedematiens shall, with respect to its content 
in units of gas-gangrene anti-toxin (Oedematiens) conform with paragraphs. 
4,5 and 6. 


(G) PRovIsIONS APPLICABLE TO GAS-GANGRENE ANTI-TOXIN (VIBRION 
| SEPTIQUE). 


1. Proper Name.—Gas-Gangrene Anti-toxin (Vibrion Septique) is the 
serum or the anti-toxic globulins, separated from the blood of animals which 
have been immunized against the specific toxin prepared by the growth of 
the clostridium commonly known as vibrion septique in a fluid mediurn. The 
proper name of the substance is “Gas-Gangrene Anti-toxin (Vibrion Sep- 


tique)”’. 
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2. Standard preparation. — The standard preparation is a quantity of dried 


@as-gangrene anti-toxin (Vibrion Septique) kept in the National Institute 
for Medical Research, Hampstead, London. 


3. Quality—(1) Gas-gangrene Anti-toxin (Vibrion Septique). shall be 
issued for therapeutic use in the form of either— | 


(a) a serum separated from the blood or plasma of the immunized 
animals ; 


(b) the solution of the globulins containing the specific immune subs- 
tances ; or 


(c) the dried solid prepared. from (i) the natural serum or (ii) the glo- 
bulins containing the specific immune substances. 


(2) Ifissued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
or plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent. of solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 20 per cent. of solid matter. 


4. Strength—(1) ‘The potency in units of gas-gangrene anti-toxin (Vibrion 
Septique) shall be determined,by a method approved by the licensing authority, 
by the injection into animals of a mixture of the anti-toxin under test with a 
gas-gangrene (Vibrion Septique) toxin which has been standardized in relation 
to the standard preparation of gas-gangrene anti-toxin (Vibrion Septique). 


(2) Each container of gas-gangrene anti-toxin (Vibrion Septique) shall 
contain a sufficient number of units in excess of the minimum total number 
of units indicated on the label to ensure that the said minimum total number 
of units will still be present in the container at the date appearing on the 
label pursuant to Rule 109 (3)(d) as the date up to which the preparation 
may be expected to retain its potency. 


9. Unit of standardization.—The unit of gas-gangrene anti-toxin (Vibrion 
Septique) for the purposes of these Rules is the specific neutralizing activity 
for gas-gangrene (Vibrion Septique) toxin contained in such an amount of 
the standard preparation as the Medical Research Council in the United 
Kingdom may from time \to time indicate as the quantity exactly equivalent 
to the unit accepted for international use. 


6. Labelling —(1) The label on the container shall fadienteas 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products or as the 
minimum number of units of anti-toxin per gramme in the case of dry pro- 

~ ducts; or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxin globulins, dried natural serum or 
dried anti-toxic globulins. 


7. Mixed anti-toxins —A mixed anti-toxin, containing anti-toxins against 
other toxins than that of the clostridium commonly known as vibrion septique 
shall, with respect to its content in units of gas-gangrene anti-toxin (Vibrion 
Septique) conform with paragraphs 4, 5 and 6, 
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(H) Provistons APPLICABLE TO GAs-GANGRENE ANTI-TOXIN (HisToLyTIcus)- 


1. Proper Names.—Gas-Gangrene Anti-toxin (Histolyticus) is the serum, 
or the anti-toxic globulins, separated from the blood of animals which have 
been immunized against the specific toxin prepared by the growth of clostri- 
dium histolyticus in a fluid medium. The proper name of the substance is 
“Gas-Gangrene Anti-toxin (Histolyticus)”’. 


2. Standard preparation.—The standard preparation is a quantity of dried 
gas-gangrene anti-toxin (histolyticus) kept in the National Institute for 
Medical Research, Hampstead, London. 


3. Quality—(1) Gas-Gangrene Anti-toxin (Histolyticus) shall be issued 
for therapeutic use in the form of either— 


(a) the serum separated from the blood plasma of the immunized animals; 
or 


(b) the solution of the globulins containing the specific immune subs- 
tances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the globulins 
containing the specific immune substances. 


(2) Ifissued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a very slight opalescence or precipitate. Preparations of the 
natural serum (the liquid product of decantation of the coagulated blood or 
plasma without any addition other than antiseptic or subtraction) shall not 
contain more than 10 per cent. of solid matter. A solution of the separated 
anti-toxic globulins shall not contain more than 20 per cent. of solid matter. 


4, Strength—(1) The potency in units of gas-gangrene anti-toxin (his- 
tolyticus) shall be determined in accordance with a method approved by 
the licensing authority, by the injection into animals of a mixture of the anti- 
toxin under test with gas-gangrene (histolyticus) toxin which has been stan- 
dardized in relation to the standard preparation of gas-gangrene anti-toxin 
(histolyticus). 


(2) Each container of gas-gangrene anti-toxin (Histolyticus) shall contain 
a sufficient number of units in excess of the minimum total number of units 
indicated on the label to ensure that the said minimum total number of units 
will still be present in the container at the date appearing on the label pursuant 
to Rule 109(3)(d) of these Rules as the date up to which the preparation may 
be expected to retain its potency. 


5. Unit of standardizationThe unit of gas-gangrene anti-toxin (histoly- 
ticus) for the purposes of these Rules is the specific neutralizing activity for 
gas-ganerer e (Histolyticus) toxin contained in such an amount of the standard 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


6. Labelling —(1) The label on the container shall indicate— 


(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum 
number of units of anti-toxin per c.c. in the case of liquid products, or as the 
minimum number of units of anti-toxin per gramme in the case of dry products; 
or (ii) the total number of c.c. in the container. 
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(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum a solution of anti-toxin globulins, dried natural serum or dried 
anti-toxin globulins. 


7. Mixed anti-toxins—A mixed anti-toxin containing anti-toxins against 
other toxins than that of clostridium histolyticus shall with respect to its content 


in units of gas-gangrene anti-toxin (histolyticus), conform with paragraphs 
4,5 and 6. 


(I) PRovisIoNs APPLICABLE TO ANTI-PNEUMOCOCCUS SERUM (‘T'YPE De 


1. Proper Name.—Anti-pneumococcus Serum (Type I) is the serum, 
or the globulins containing the specific immune substances, separated from 
the blood of animals which have been immunized against cultures of a pneu- 
mococcus (Diplococcus pneumoniae) of the variety known as Type I. ‘Dive 
proper name of the substance is “‘Anti-pneumococcus Serum (Type 1) 


9: Standard preparation.—The standard preparation is a quantity of dried 
anti-pneumococcus serum (Type I) kept at the National Institute for Medical 
Research, Hampstead, London. 


3. Quality—(1) Anti-pneumococcus Serum (Type I) shall be issued 
for therapeutic use in the form of either— . 


(a) the serum separated from the blood or plasma of the immunized 
animals; or 


(b) the solution of the globulins containing the specific immune subs- 
tances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the globulins 
containing the specific immune substances. \ 

(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a slight opalescence or precipitate. Preparations of the 
natural serum (the liquid product of decantation of the coagulated blood 
or plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent. of total solid matter. A solution of the 
separated globulins shall not contain more than 20 per cent. of total solid 
matter. 


4. Strength——The potency in units of anti-pneumococcus serum (Type I) 
shall be determined, in accordance with a method approved by the licensing 
authority, by comparison of the activity of the serum under test in protecting 
animals against the lethal action of a virulent culture of Diplococcus pneumoniae 
(Type I) with the activity under identical conditions of the standard prepa- 


ration of anti-pneumococcus serum (Type is 


5. Unit of standardization —The unit of anti-pneumococcus serum (Type I) 
for the purposes of these Rules is that quantity of the standard preparation 
which the Medical Research Council in the United Kingdom may from time 
to time indicate as the quantity exactly equivalent to the unit accepted for 
international use. 


6. Labelling —(1) The label on the container shall indicate—- 
(a) the minimum total number of units in the container; and 
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(b) either (i) the potency of the preparation expressed as the minimum 


number of units per c.c. in the case of liquid products or as the minimum - 


number of units per gramme in the case of dry products; or (ii) the total 
number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package, 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or 
dried anti-toxic globulins. 


(3) The date to be indicated under Rule 109 (3) (d) shall not be later 
than two years after the date of manufacture. 


7. Mixed anti-pneumococcus Sera—A mixed anti-pneumococcus serum 
containing anti-bodies against strains of Diplococcus pneumoniae other than 
those of the variety known as Type I, shall with respect to its content in units 
of anti-pneumococcus serum (Type I) conform with paragraphs 4, 5 and 
6 of this part of this Schedule. 


(J) PRovisIoNs APPLICABLE TO ANTI-PNEUMOCOCCUs SERUM (Type II). 


1. Proper Name.—Anti-pneumococcus Serum (Type II) is the serum, 
or the globulins containing the specific immune substances separated from 
the blood of animals which have been immunized against cultures of a pneu- 
mococcus (Diplococcus pneumoniae) of the variety known as Type II. The 
proper name of the substance is “‘Anti-pneumococcus Serum (Type II)”. 


2. Standard preparation —The standard preparation is a quantity of dried 
anti-pneumococcus serum (Type II) kept at the National Institute for Medical 
Research, Hampstead, London. 


3. Quality.—(1) Anti-pneumococcus Serum (Type II) shall be issued 
for therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of the immuniz- 
ed animals; or 


(b) the Solution of the globulins containing the specific immune subs- 
tances; or 


(c) the dried solid prepared from (i) the natural serum or (11) the globu- 
lins containing the specific immune substances. 


(2) If issued in fluid form the liquid shall, at the time of issue be clear 
or show, at most, a slight opalescence or precipitate. Preparations of the 
natural serum (the liquid product of decantation of the coagulated blood or 
plasma without any addition, other than antiseptic, or subtraction) shall 
not contain more than 10 per cent. of the total solid matter. A solution of 
the separated globulins shall not contain more than 20 per cent. of total solid 
matter. 


4. Strength.—The potency in units of anti-pneumococcus serum (Type IT) 
shall be determined, in accordance with a method approved by the licensing 
authority, by comparison of the activity of the serum under test in protecting 
animals against the lethal action of a virulent culture of Diplococcus pneumoniae 
(Type IT) with the activity under identical conditions of the standard prepa- 
ration of anti-pneumococcus serum (Type II). 


* 
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: 5. Unit of standardization.—Vhe unit of auti-pneumococcus serum (‘Type II) 

\ ‘for the purposes of these Rules is that quantity of the standard preparation 
‘which the Medical Research Council in the United‘Kingdom may from time 
to time indicate as the quantity exactly equivalent to the unit accepted for 
international use. 


6. Labelling. —(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum 
‘number of units per c.c. in the case of liquid products or as the minimum 
-number of units per gramme in the case of dry products; or (ii) the total 
“number of c.c. in the container. 


(2) ‘The label on the container or the label or wrapper on the package 
“Shall indicate the nature of the particular product, that is to say, whether 
natural serum, a solution of anti-toxic globulins, dried natural serum or dried 
-anti-toxic globulins. 


(3) The date to be indicated under Rule 109 (3) (d) shall not be later 
‘than two years after the date of manufacture. 


7. Mixed anti-pneumococcus sera——A mixed anti-pneumococcus serum 
«containing anti-bodies against strains of Diplococcus pneumoniae other than those 
~of the variety known as T ype IJ, shall, with respect to its content in units of 
-anti-pneumococcus serum (Type II) conform with paragraphs 4, 5 and 6. 


(K) PRovISIONS APPLICABLE TO STAPHYLOCOCCUS ANTI-TOXIN. 


1. Proper Name.—Staphylococcus anti-toxin is the serum, or the anti- 
toxic globulins, separated from the blood of animals which have been immu- 
nized against the toxin prepared by artificial culture on suitable media of 
‘Staphylococci obtained from cases of infection. The staphylococcus toxin 
-is characterized by its lethal action when injected into susceptible animals, 
by the production of inflammation and necrosis when injected intracuta- 
‘neously into susceptible animals, and by its lytic action zn vziro on the red 
blood corpuscles of the rabbit. Staphylococcus anti-toxin is characterized 
‘by its power of neutralizing these activities of the staphylococcus toxin when 
‘mixed with it in effective proportions. ‘The proper name of the substance 
‘is “Staphylococcus Anti-toxin’’. | 


2. Standard preparation—The standard preparation is a quantity of dried 
staphylococcus anti-toxin kept in the National Institute for Medical Research, 
Hampstead, London. 


3 ‘Quality.—(1) Staphylococcus anti-toxin shall be issued for therapeutic 
suse in the form of either— 

(a) the serum separated from the blood or plasma of the immunized 
animals; or 

(b) the solution of the globulins containing the specific immune subs- 
“tances; or 


(c) the dried solid prepared from (i) the natural serum or (ii) the globu- 
ins containing the specific immune substances, 


I20 


(2) Ifissued in fluid form the liquid shall, at the time of issue, be clear’ 
or show, at most, a very slight opalescence or precipitate. Preparations of— 
the natural serum (the liquid product of decantation of the coagulated blood. 
or plasma without any addition, other than antiseptic or subtraction) shall’ 
not contain more than 10 per cent. of solid matter. A solution of the sepa- 
rated anti-toxic globulin shall not contain more than 20 per cent. of total! 
solid matter. 


4. Strength.—(1) The potency in units of staphylococcus anti-toxin: 
shall be determined, in accordance with a method approved by the licensing 
authority and based on the specific neutralizing action of the anti-toxin under- 
test on a staphylococcus toxin which has been standardized in relation to the- 
standard prenaration of staphylococcus anti-toxin. 


(2) Each container of staphylococcus anti-toxin shall contain a suffi-- 
cient number of units in excess of the total minimum of units indicated on. 
the label to ensure that the said minimum total number of units will still 
be present in the container at the date appearing on the label pursuant to» 
Rule 109 (3)(d) as the date up to which the preparation may be expected. 
to retain its potency. 


9. Unit of standardization-—The unit of staphylococcus anti-toxin for: 
the purposes of these Rules is the specific neutralizing activity for staphylo-- 
coccus toxin contained in such an amount of the standard preparation as: 
the Medical Research Council in the United Kingdom may from time to time- 
indicate as the quantity exactly equivalent to the unit accepted for inter-- 
national use. 


6. Labelling—(1) The label on the container shall indicate— 
(a) the minimum total number of units in the container; and 


(b) either (i) the potency of the preparation expressed as the minimum: 
number of units of anti-toxin per c.c. in the case of liquid products, or as the- 
minimum number of units of anti-toxin per gramme in the case of dry pro-- 
ducts or (ii) the total number of c.c. in the container. 


(2) The label on the container or the label or wrapper on the package- 
shall indicate the nature of the particular product, that is to say, whether~ 
natural serum, a solution of anti-toxic globulins, dried natural serum or- 
dried anti-toxic globulins. 7 


(L) PRovistons APPLICABLE TO ANTI-VENOM SERUM (ANTI-VENENE), 


1. Proper Name.—Anti-venom Serum or (anti-venene) is the serum or- 
the globulins containing the specific neutralizing substances separated from 
the blood of animals which have been immunized against the venom of the- 
one or more poisonous snakes. The proper name of the substance is Anti- 
venom (or anti-venene) followed by names of the species of snakes against 
the venoms of which it has been prepared. 


2. Standard preparations—The standard preparations are quantities of” 
the dried venom of the Indian Cobra (Nata tripudians), Russell’s Viper (Vipera 
russellit) kept at the Central Research Institute, Kasauli. 


3. Quality—(1) Anti-venom serum (or anti-venene) shall be issued for- 
therapeutic use in the form of either— 


(a) the serum separated from the blood or plasma of in:munized animals;: 
or 
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(b) the solution of the globulins containing the specific neutralizing 
substances; or 

-(c). a dry powder prepared from (i) the natural serum or (ii) the globulins 
containing the specific neutralizing substances. 


(2) If issued in fluid form the liquid shall, at the time of issue, be clear 
or show, at most, a very slight opalescence or precipitate. Preparations of 
the natural serum (the liquid product of decantation of the coagulated blood 
without any addition, other than antiseptic or subtraction) shall not contain. 
more than 10 per cent. of total solid matter. A solution of the separated 
neutralizing globulins shall not contain more than 20 per cent. of total solid 
matter. ; 


4. Strength—(1) The potency of anti-venom serum (or anti-venene) 
shall be determined in accordance with a method approved by the licensing 
authority. : 


5. Labelling —(1) The label on the container shall indicate— 


(a) the potency of the preparation expressed as the weight of dried venom 
each species of poisonous snakes against which it is prepared, is neutralized, 
under the method of test employed, by one cubic centimetre of the serum; 


(b) the total number of cubic centimetres in the container. 


(2) The label on the container or the label or wrapper on the package 
shall indicate the nature of the particular product, that is to say, whether 
natural serum, or a solution of the globulins containing the specific neutraliz-- 
ing substances, or dried natural serum or dried globulins. 


PART V.—ARSPHENAMINE AND ITS DERIVATIVES. 


(A} GENERAL PROVISIONS APPLICABLE TO ARSPHENAMINE AND TO ITS 
DERIVATIVES. 


1. Standard preparations —The standard preparations of arsphenamine: 
and of the derivatives thereof are quantities of those preparations kept in. 
the National Institute for Medical Research, Hampstead, London. 


2. Biological tests —(1) The tests shall be carried out either— 
(a) in a central institution appointed by the licensing authority; or 
(b) if the licensing authority so direct, the laboratories of the licensee. 


(2) The licensee shall, if the licensing authority so direct, transmit to 
the appointed institution for testing a sample from each finished batch of 
arsphenamine, or its derivative, intended for issue. ‘Ihe sample shall consist 
of at least six sealed containers of the product as completed for issue, taken 
by random sampling from the whole batch, and each containing at least 0°6 
gramme of the product. If the licensing authority direct that the tests shall 
be carried out in the laboratories of the licensee, they shall be carried out in 
strict accordance with the directions given by the authority, and in comparison 
with the standard preparation of arsphenamine or the derivative thereof 
corresponding to the product under test. 


(3) The tests shall consist of the following : 
(a) Test for maximum toxicity.—Several separate containers from each 


finished batch shall be tested for toxicity by intravenous (or where the Part of | 
this Schedule relating to a particular derivative requires, by subcutaneous) 
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injection into at least ten mice and five rats, or into such number of animals 
of some other species as the licensing authority may consider equivalent, 
and no batch shall be passed for issue which shows a toxicity greater than 
that of the standard preparation when tested under identical conditions, 


The tests shall be conducted in accordance with such detailed instructions 
as the licensing authority may issue. 


(b) Test for therapeutic potency.— Samples from each batch shall be tested 
for therapeutic potency on a series of mice’ or rats infected with a suitable 
strain of pathogenic trypanosomes (T. brucei, T. equiperdum, etc.) in accordance 
with the following general method and with such detailed instructions as the 
licensing authority may issue (i) the mice or rats on which the test is made 
‘shall be infected with the trypanosome employed to an equal degree, the 
‘degree being determined by enumeration per unit volume of blood; (ii) 
‘samples from each batch shall be tested by means of several doses each of 
which shall be administered to at least five of the animals, and the result 
shall be evaluated by comparison with the effects of the standard preparation, 
-administered to animals of the same species, having the same degree of infection. 


4. Method of issue.—Arsphenamine and any derivative of arsphenamine 
‘Shall be issued in the form of a dry powder either in evacuated glass containers 
‘or in glass containers which have been filled before being sealed with some 
inert gas to the exclusion of oxygen unless permission is given by the licensing 
authority for the issue of a particular derivative in some other form. 


(B) SpecrtAL PROVISIONS APPLICABLE TO NEOARSPHENAMINE. 


‘Ll. Proper Name.—Neoarsphenamine is the sodium salt of dioxy-diamino 


-arseno benze-methylene sulphoxylic acid. Its proper name is ‘“‘Neoarsphe- 
namine’’. 


2. Quality.—Neoarsphenamine must have the following physical and 
‘chemical characteristics :— 


(a) The substance must be in the condition of a yellow dry powder, 
freely mobile in contact with glass surfaces, and without odour, except such 
-as is due to traces of ether or alcohol; : 


(b) the substance must be soluble in water, but insoluble in absolute 
-ethyl alcohol and“in ether. If 0-6 gramme of the substance is added to 1 
cubic centimetre of distilled water, it must dissolve rapidly and completely 


and form a clear, yellow solution, mobile and free from gelatinous particles 
-and suspended matter of every kind; 


(c) a normal solution of sodium carbonate or a 9 per cent. solution of the 
-anhydrous carbonate, added in equal volume to a 10 per cent. aqueous solution 
-of neoarsphenamine, must not produce a precipitate; 


(d) diluted hydrochloric acid (B.P.) added in equal volume to a 10 
per cent. aqueous solution of neoarsphenamine must give a yellow precipitate 
of the free acid from neoarsphenamine. If the mixture is warmed, sulphur 
‘dioxide must be evolved so as to be detected by iodate-starch paper; | 


(€) when a solution of 0-2 gramme of neoarsphenamine in 10 c.c. of 
water is acidified with Phosphoric acid and distilled to about one-half its 
‘volume, formaldehyde must be evolved so as to be detected in the distillate 
by a red ring formed at the line of contact when five drops of a1 per cent. 


solution of phenol is added and a layer of sulphuric acid is run under the 
“mixture ; 
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(f) the dry powder, as taken directly from the ampoules in which it is 
issued, must contain not less than 18 per cent. nor more than 21 per cent. of 
arsenic, as determined by a method approved by the licensing authority. 


3. Test for stability—The product as filled into ampoules shall be kept 
at a temperature of 56°C. for at least 24 hours and shall retain colour, physical 
properties and solubility substantially unchanged at the end of that period. 


(CQ) SpectAL PROVISIONS APPLICABLE TO SULPHARSPHENAMINE. 


1. Proper Name.—Sulpharsphenamine is the sodium salt of dioxydia- 
mino-arseno benzene-methylene-sulphurous acid. Its proper name is ‘Sul- 
pharsphenamine’”’. 


2. Quality.—Sulpharsphenamine must have the following physical 
and chemical characteristics :— 


(a) ‘The substance must be in the condition of a yellow dry powder, 
freely mobile in contact with glass surfaces, and without odour, except that 
due to traces of ether or alcohol; 


(b) the substance must be soluble in water but insoluble in alcohol 
and in ether. If 0°6 gramme of the substance is added to l.c.c. of distilled 
water, it must dissolve rapidly and completely, and form a.clear, yellow 
solution, mobile and free from gelatinous particles and suspended matter of 
every kind; 

(c) a normal.solution of sodium carbonate or a5 per cent. solution of 
the anhydrous carbonate, added in equal volume to a 10 per cent. acqueous 
solution of sulpharsphenamine must not produce a precipitate; 


(d) five volumes of diluted hydrochloric acid (B.P.) added to one volume 
of a 10 per cent. aqueous solution of sulpharsphenamine must give, after a 
few minutes, a yellow precipitate of the free acid from sulpharsphenamine. 
If the mixture is boiled, sulphur dioxide must be evolved so as to be detected’ 
by iodate-starch paper; 


(e) when a solution of 0°2 gramme of sulpharsphenamine in 10 c.c. of 
water is acidified with phosphoric acid and distilled to about one-half 
its volume formaldehyde must be evolved so as to be detected in the distillate 
by a red ring formed at the line of contact when five drops of a 1 per cent. 
solution of phenol is added and a layer of sulphuric acid is run under the 
mixture; 


(f) on addition of an equal volume of | in 10,000 indigo-carmine solution, 
a 10 per cent. watery solution of sulpharsphenamine must not reduce the 
indigo-carmine in five minutes at 50°C; 


(g) the dry powder, as taken directly from the ampoules in which it is 
issued, must contain not less than 18 per cent. or more than 21 per cent. of 
arsenic, as determined by a method approved by the licensing authority. 


. 3. Test for toxicity and therapeutic potency.—The test of maximum toxicity 
and for therapeutic potency prescribed in paragraph 2 (3) of Section (A) of 
this Part of this Schedule shall, in the case of sulpharsphenamine, be carried 
out by subcutaneous injection into mice or rats. 


4. Test for stability—The product as filled into ampoules shall be kept 
at 56°C. for at least 24 hours and shall retain its colour, physical properties 
and solubility substantially unchanged at the end of that period. 
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(D) SpectAL PROVISIONS APPLICABLE TO DERIVATIVES OF ARSPHENAMINE 
OTHER THAN THOSE SPECIFIED IN (B) AND (C) oF THIS PART. 


1. Nature of substance.—In the case of any derivative of arsphenamine 
other than those specified in Sections (B) and (C) of this Part of this Schedule 
the applicant for a manufacturing or an import licence shall submit to the 
licensing authority with his application a statement of the true chemical 
nature and composition of the derivative, and a full and detailed account 
of the chemical tests by which that composition is determined and by which 
the uniformity of successive batches is secured. 


2. Proper Name.—The applicant shall also submit with his application 
the name which he proposes to use for the derivative to which the application 
relates and such name, if approved by the licensing authority, may be used 
as the proper name of the derivative. 


3. Chemical tests.—If a licence is granted for the manufacture of such a 
derivative of arsphenamine, the licensee shall carry out on each batch of the 
derivative such, if any, of the chemical tests submitted with the application 
as are accepted by the licensing authority, and any others which the authority 
may direct as requisite for determining the composition and securing its 
uniformity. No batch of the derivative which fails to pass any of the tests 
so accepted or directed shall be issued. 


4. Tests for toxicity and potency—Each batch of such derivative shall 
further be tested, by biological methods, for toxicity and potency, according 
to the methods prescribed in Section (A) of this Part of this Schedule. In 
the event of no standard preparation being available for a particular deriva- 
tive, the tests shall be made in such form and their results interpreted in 
accordance with such criteria as the licensing authority may direct. 


PART VI.—INnsu.tin. 


1. Proper Name.—Insulin is the preparation of the specific anti-diabetic 
principle of the pancreas. Its proper name is “Insulin”. 


2. Special conditions of licence.—It shall -be a condition of every licence 
to manufacture or to import insulin :— 

(a) ‘That it shall not be issued in a mixture with any other therapeutic 
agent except with the previous consent of the licensing authority; 

(b) that if issued for injection suspended in some medium in which 
it is not itself soluble, it shall be tested before suspension. 


3. Standard preparation.—The standard preparation is a quantity of dry 
soluble insulin hydrochloride prepared and kept in the National Institute 
for Medical Research, Hampstead, London. 


4. Unit of standardization.—The unit of insulin for the purposes of these 
Rules is the specific activity contained in such an amount of the standard 
preparation as the Medical Research Council in the United Kingdom may 
from time to time indicate as the quantity exactly equivalent to the unit 
accepted for international use. 


5. Quality.—The acidity of the prepared watery solution, as determined 
by a suitable indicator, shall be such that the hydrogen-ion concentration is 
not less than that corresponding to pH=4, or greater than that corresponding 


to pH=3. 
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6. Tests.—(1) The methods used for testing the potency of preparations 
“in comparison with the standard preparation shall be such as the licensing 
authority may from time to time approve. = 


(2) In addition, samples from each batch shall be tested in such manner 
-as the licensing authority may direct for the purpose of ascertaining its stability 
-under ordinary conditions of storage. 


7. Container.—In the case of a prepared solution of insulin the glass of 
‘the container shall be non-alkaline resistance glass. 


8. Labelling —In the case of prepared solution of insulin the label on 
-the container shall indicate the strength as the number of units per c.c., and 
-in the case of compressed tablets as the number of units in each tablet. 


PART VII.—Piruirary (POsTERIOR LOBE) EXTRACT. 


1. Proper Name.—Pituitary extract is the watery extract prepared from 
‘the separated posterior lobe of the pituitary body or the wategy solution of 
one or more of the separated active principles of that lobe. The proper name 
of the complete water extract is “‘Pituitary (posterior lobe) Extract”. The 
proper name of a solution containing one of the separated active principles 
‘is ‘‘Oxytocic principle of the pituitary posterior lobe” or ‘‘Pressor principle 
of the pituitary posterior lobe”’ or such other name descriptive of such a solution 
_as the licensing authority may in any particular case approve in writing. 


2. Standard preparation—TVhe standard preparation is a quantity of dried 
acetone-extracted substance obtained from the posterior lobes of fresh pitui- 
tary bodies of oxen. ‘The standard is kept in the National Institute for Medical 
‘Research, Hampstead, London. 


3. Unit of standardization—(1) The unit of pituitary extracts for the 
purposes of these Rules is the specific activity corresponding to that yielded 
by 0:5 milligramme of the standard preparation when extracted by the 
method approved by the licensing authority under this Part. 

(2) When the preparation is a solution of a separated active principle, 
the unit employed in indicating the strength shall be the amount of that 
active principle yielded to extraction by 0°5 mgm. of the standard prepara- 
tion as determined ‘by the appropriate biological test. 


4. Quality.—The acidity of the prepared watery extract shall be such 
that the hydrogen-ion concentration is not less than that corresponding to 
pH=4, or greater than that corresponding to pH=3. 


5, Tests—(1) The method used for preparing the extract from the 

standard preparation and for its use in a comparative biological test and 

the biological methods employed in making the test shall be such as the licens- 
ing authority may from time to time approve. 


(2) Samples from each batch of the finished product shall be tested 
for sterility in accordance with the methods set forth in Part X of the Rules 
unless the finished product has been sterilized by heat in a manner satisfactory 
to the licensing authority after being sealed in the containers. © 


6. Container.—The glass for the container shall be non-alkaline resistance 
glass. 
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7. Labelling —The label on the container shall indicate the strength 
of the extract as the number of units per c.c. 


8. The date to be specified in compliance with the requirements of 
Rule 109 (3)(d) shall be such date as the licensing authority shall in any 
particular case have approved in writing. 


PART VIII.—Liguor ApRENALINAE HyprocHLoripi B. P. FoR 
PARENTERAL ADMINISTRATION. 


Proper Name.—Liquor Adrenalinae Hydrochloridi is a sterile solution 
of adrenaline in normal saline and hydrochloric acid, containing in each. 
109 c.c. not less than 0°09 gramme and not more than 6°110 gramme- 

Sj 


CyH,,0,N. 
Standard preparation—The standard preparation is a quantity of adrena-- 
line B.P. which satisfies all the tests for purity specified in British Pharma-- 


copoeia. The optical rotation of a four per cent. w/v solution of standard. 
Adrenaline N/1 hydrochloric acid, should be between —50 and —53 degrees. 


Test for potency.—A suitable solution of adrenaline hydrochloride injected’ 
intravenously into a cat or a dog by the methods described below produced. 
by an equal amount of a solution of adrenaline B.P. : 

(1) Preparation of the solution for the test—The following method is sugges-- 
ted :—Weigh accurately about 0°050 gramme of standard adrenaline, dissolve 
it in 5 c.c. of N/10 hydrochloric acid and dilute this to 50 c.c. by the addition 
of distilled water, thus making a | in 1,000 solution. This solution must be 
hurriedly prepared, otherwise it deteriorates. It will keep for a short time- 
if preserved in hard glass containers in a refrigerator, but it must be discarded 
if any signs of deterioration, such as discoloration, are observed. 


Suitable dilutions of the standard adrenaline solution may then be made- 
in physiological saline for comparison with equivalent dilutions of Liquor- 
Adrenalinae Hydrochloridi to be tested. 

(1) Methods of comparison of potency—tEither of the following methods. ~ 
may be adopted :— 


(a) For the purpose of the assay a full grown cat, preferably male, should 
be used. ‘The cat should be anaesthetized with a suitable anaesthetic, the 
spinal cord should be divided and the brain destroyed, the respiration being - 
maintained artificially. The blood-pressure is estimated by inserting a 
cannula into the carotid artery and connecting the same with a mercury - 
manometer which records on a moving drum. The injections are made. 
into the exposed femoral vein. The blood-pressure must be low and must- 
not vary before experiments are started. : 

Determine the amount of standard solution necessary to cause a sub- 
maximal rise in blood-pressure by injecting intravenously varying doses of” 
the solution at regular intervals and after a satisfactory dose has been ascer-. 
tained, the uniformity of reactions should be tested by the injection of two. 
or more doses of equal size. If these injections produce approximately equal 
increases in blood-pressure, alternate injections of the solution to be tested 
and the standard are made carrying the amount of the unknown until two. 
or more successive injections raise the blood-pressure to the same height, 
indicating that the amount of active agent is the same in the doses used. From 
the results thus obtained, the strength of the unknown solution may be deter--~ 


mined and adjusted. 
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(b) For the purpose of the assay, a dog of medium size should be used, 
The animal should be anaesthetized with a suitable anaesthetic and main- 
tained under artificial respiration. It is prepared for blood-pressure esti- 
mations by inserting a cannula into the carotid artery and connecting the 
same with a mercury manometer which records on a moving drum. The 
injections are made into the exposed fermoral vein. Before the test is made, 
in case any muscular movement such as twitching is present, the dog should 
receive by intravenous injection a sufficient dose of curare, but if the animal 
is deeply anaesthetized this is not necessary. The dog should also receive 
a sufficient dose of atropine sulphate (from 0:001 gramme to 0:002 gramme) 
to paralyse the vagi, this paralysis being proved by electrical stimulation. 
Injections must be made at regular intervals of approximately five minutes. 


Determine the amount of standard solution necessary to cause a rise 
in blood-pressure from 30 to 60 ‘m.m. of mercury by injecting intravenously 
varying dose of the solution and after a satisfactory dose has been ascertained, 
the uniformity of reaction should be tested by the injection of two or more 
doses of equal size. If these injections produce approximately equal increases 
in blood-pressure, alternate injections of the solution to be tested and of the 
standard are made varying the amount of the unknown until two or more 
successive injections raise the blood-pressure to the same height indicating 
that the amount of active agent is the same in the doses used. From the 
results thus obtained, the strength of the unknown solution may be determined 
and adjusted. 


Containers—Ampoules shall be made of white resistance glass passing 
the B.P. tests for limits of alkalinity of glass. Containers other than ampoules 
shall be made of amber coloured resistance glass passing the B.P. tests for 
limits of alkalinity of glass. 


Storage.—Liquor Adrenalinae Hydrochloridi shall be kept in small, 
well-filled, well-closed, bottles or ampoules, protected from light. If the 
solution becomes brown in colour or contains a precipitate, it must be 
rejected. A suitable preservative may be added to the solution. 7 


Labelling.—The label of the container shall contain the following in 
addition to any other particulars prescribed in these Rules :-— 


J 


1. Strength of the solution. 
2. ‘The word “sterile” or “suitable for parenteral injection’’, 
3. Dose (0°12 to 0°5 mil. by injection). 


4. Caution.—If the solution is brown in colour or contains a precipitate 
it must be rejected. 


PART IX.—Any oTHER PREPARATIONS IN A FORM TO BE ADMINISTERED 
PARENTERALLY. 


1. Tests—The preparation shall be in a container which precludes 


the access of bacteria. 
& 


2. The composition of the preparation shall be in accordance with 
the composition stated on the label. Such deviations as may be allowed in 
the composition of the preparation shall be fixed by the Licensing Authority 


g-—1 Health 
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3. The preparation shall comply with tests for sterility. 


4. If the container is made of glass, the glass shall pass the tests for limit 
of alkalinity in glass laid down in the British Pharmacopoeia. 


*PART X.—SurcicaL LIGATURE AND SURGICAL SUTURE. 


1. Proper Name.—Surgical ligature or suture is any ligature or form of 
binding material of animal, vegetable or synthetic origin and offered or 
intended to be offered for sale for use in surgical operation upon the human 
body. Where such ligature or suture is offered or intended to be offered 
for sale as sterile and ready for use the proper name of the substance shall be 
“sterilized surgical ligature or sterilized surgical suture”’ followed, in brackets, 
by the accepted scientific name or a title descriptive of the true nature and 
origin or the substance as for example :—‘“sterilized surgical ligature (catgut)”’ 
or “‘sterilized surgical suture (horsehair)”’, 


2. Test for sterility.—Every batch of surgical ligature (suture) shall consist 
entirely of material collected under uniform conditions and simultaneously 
subjected or intended to be subjected to the same process or series of processes 
for rendering it sterile. 


3. A sample of surgical ligature (suture) shall be taken from each batch 
consisting of not less than 1 per cent. of the whole quantity of material consti- 
tuting the batch. The. sample shall, when practicable, be the contents of 
at least one whole container or packet, and shall be drawn at random from 
the whole number of containers or packets constituting the batch. - 


4. The sample shall be subjected to the following processes for testing 
its sterility : 


(a) The container or packet shall be opened and the sample removed 
with aseptic precautions; 


(b) after all the adherent fluid has been drained off as completely as 
possible the sample shall be placed entire in a test tube at least 3°5 cms. in 
- diameter and 17°5 cms. in length and containing 50 mils. of sterile distilled 
water. ‘This tube shall then be closed by some method which will preclude 
the access of bacteria; and be placed in a incubator at 37°C. for 24 hours; 


(c) after this incubation, the sample shall be aseptically transferred to 
a similar tube containing a solution of 1 per cent. of sodium thiosulphate 
and | per cent. of crystallized sodium” carbonate in distilled water, the tube 
and solution having been previously sterilized in the autoclave. In. this 
solution the sample shall again be incubated for 24 hours at sO has 


(d) after the second incubation the sample shall be again removed 
aseptically and, without further washing, shall be examined for the presence 
of living bacteria and their spores. 


The sterility tests shall be carried out either (1) by the method prescribed 
in Rules 117(1), (2), (3) and 118(1); or ii) by placing the sample in a tube 
at least 3°5 cms. in diameter and 17:5 cms. in length containing not less than 
50 mils. of a culture medium prepared by dissolving 0-2 per cent. of prepared 
agar-agar in a nutrient bacteriological brotht, the mixture being sterilized 
in the autoclave : . 


nm 


* Amended by Government of India Notification No. F. 1-44/47—D, dated 21-12-1949, 
¢ Note.—The broth may preferably be made by the digestina of meat with trypsir Dougal’s 
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broth or Hartly’s modification thereof. 
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Provided that, if a manufacturer’ satisfies the licensing authority that 
he has already in use tests for the presence of living aerobic or anaerobic 
bacteria and that these tests, as applied by him, will detect the presence of 
such bacteria in the ligature (suture) as ready for issue with a certainty at 
least equal to that afforded by the application of the tests prescribed in the 
above-mentioned articles the licensing authority may approve the use of 
such tests in the place of the tests so prescribed; but, in that event, the autho- 
rity may at any time withdraw such approval and require the manufacturer 
to carry out the prescribed tests; 


(e) the tubes of culture medium containing the sample shall be incuba- 
ted at 37°C. for 12 days, and examined daily for the growth of bacteria; 


(f) if no such growth is detected during this period, the batch from 
which the sample was drawn sball be treated as free from living bacteria and 
their spores, and as having passed the test : 


Provided that, if a licensee satisfies the licensing authority that the tests 
prescribed in sub-paragraph (c) of this paragraph for freeing substances 
from combined or adherent antiseptics are not suitable for application to 
the substance which he is licensed to manufacture or import, the licensing 
authority may approve in writing the application of alternative tests in place 
of the tests so prescribed. 


Labelling —For the purpose of Rule 109 (3)(d) the date on which the 
manufacture of the batch is completed shall be the date on which the test 
for sterility was completed. 


*PART XI.—PROVISIONS APPLICABLE TO THE PRODUCTION OF BACTERIOPHAGES. 


1. Definition.—(i) This part of this Schedule applies to the bacterio- 
phages made from any micro-organism pathogenic to man or other animal. 


(ii) For the purpose of this Part of this Schedule a bacteriophage means 
a sterile preparation derived from a culture of the micro-organism from 
which the bacteriophage derives its name. 


2. Staff of establishment.—Any establishment where bacteriophages are 
prepared must be under the complete direction and control of a competent 
expert in bacteriology, who must be assisted by a staff adequate for carrying 
out the tests required during the preparation of the bacteriophages and in 
connection with the finished products. 


3. Proper Name.—The proper name of any bacteriophage shall be the 
word Bacteriophage followed by the name of the Micro-organism from which 
it is prepared, or other name approved by the licensing authority. 


4. Records:—Cultures used in the preparation of bacteriophages must 
before being manipulated into a bacteriophage be identified by the generally 
accepted tests applicable to the particular micro-organism, ‘The perma- 
nent records which the licensee is required to keep shall include a record 
of the origin, properties and characteristics of the cultures. 


_—_ 


* Amended under Government of India Notification No. F. 18-1 /46—D, dated 18-6-1948, 
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5. Combined bacteriophages.—Bacteriophages may be issued either singly 
_ or combined in the same container.. In the case of combination of bacterio- 
phage a name for the combined bacteriophage may he submitted by the 
licensee to the licensing authority, if approved, may be used as a proper name 
of the bacteriophage. 


6. Containers—The container shall be sealed glass ampoule of non- 
alkaline resistance glass. ~ 


7. Labelling.—The label of the container shall indicate : 
(a) the proper name of the bacteriophage; P 
(b) the words ‘For oral administration only’; 

(c) the date of manufacture; and 


(d) a caution to the effect that if the preparation is cloudy or shows * 
a deposit it should be discarded, 


8. Tests.—Bacteriophages shall be subjected to the same tests for sterility 
as prescribed in these Rules for bacterial vaccines. 


*PART XII.—(A) Tue Dicrratis Group or Drucs AND ERGOT AND ITs 
. DERIVATIVES, 

1. Proper Names, etc.—The proper names, standard preparations, units 
of standardization, quality and method of storage of drugs belonging to the 
digitalis group and of ergot and its derivatives shall be those specified in the 
British Pharmacopoeia. 


2. Tests.—Drugs belonging to the digitalis group and ergot and its 
derivatives shall be submitted to the tests described in the British Pharma- 
copoeia. 


(B) FisH-tiver Ors. 


1. Units of standardization.—The units of standardization for vitamin 
preparations shall be those specified in the British Pharmacopoeia. 


2. Tests.—Fish-liver oils and other vitamin preparations shall be sub- 
mitted to one of the tests for activity specified in the British Pharmacopoeia. 


(C) Liguor ADRENALINAE HyDROCHLORIDI NOT TO BE ADMINISTERED 
: PARENTERALLY. 


These preparations shall be submitted to the test prescribed in Part 
VIII of this Schedule except that they will not be tested for sterility. The 
label on the container and the label or wrapper on the package shall bear 
the words ‘‘Not to be injected’ clearly printed in a distinctive manner in 
addition to any particulars prescribed in these Rules. 


(D) PREPARATIONS CONTAINING ANY VITAMINS IN A FORM NOT TO BE 
ADMINISTERED PARENTERALLY. 


1, Definition—Vitamins include natural and synthetic Vitamins, syn- 
thetic derivatives of Vitamins, Vitamin esters and synthetic substances 
having physiological actions comparable with those of the aforementioned 
substances and natural products containing Vitamins. 


| eth 5. 
* Renumbered under Government of India Notification No. F. 18-1/46—D, dated 18-6-]948, 
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2, Units of standardization.—The units of standardization for Vitamin 
preparations shall be those specified in the British Pharmacopoeia. 


3. Tests—Drugs containing Vitamins shall be submitted to the tests for 
Vitamins prescribed in the British Pharmacopoeia or the United States Phar- 


macopoeia. 
“% 


4, Labelling —*(1) The number of units and/or the actual weight of 
each vitamin per unit volume and/or weight shall be declared on the label. 


- + (2) Omitted. 


(E) PREPARATIONS CONTAINING LIVER EXTRACT IN ANY FORM NOT TO BE 
ADMINISTERED PARENTERALLY. 


1. Yests—Drugs containing liver extract shall be submitted to the tests 
prescribed in the British Pharmacopoeia or the United States Pharmacopoeia. 


+ 2. Omitted. 


(F) PREPARATION CONTAINING HORMONES IN ANY FORM NOT TO BE 
ADMINISTERED PARENTERALLY. 


1. Definition—Hormones include natural and synthetic Hormones, 
synthetic derivatives of Hormones, Hormone esters and synthetic sub-glan- 
dular products containing Hormones. 


2. Tests—Drugs containing Hormones shall be submitted to the tests 
prescribed in the British Pharmacopoeia or the United States Pharmacopoeia 
or by the licensing authority if any particular Hormone is not included in 
the British Pharmacopoeia or the United States Pharmacopoeia. 


+35. Omitted. 
PART XIII.—GENERAL. 


1. For the purposes of this Schedule, any test or method of testing des- 
cribed in the British Pharmacopoeia shall be deemed to be a method approved 
by the licensing authority. ° 


/ 
2. This licensing authority shall publish in the Official Gazette from 
time to time particulars of any test or method of testing approved by him. 


SCHEDULE G. 
[See Rule 97.] 


Allylisopropylacetylurea ; 

Insulin; : 

Phenylethylhydantoin; its salts; its acyl derivatives; their salts; 
Pituitary gland, the active principles of; 

Thyroid gland, the active principles of; their salts. 


* Amended by Government of India Notification No. F. 1-42/17—D, dated 27-5-1950. 
+ Omitted under Government of India Notification No. F.1-23/51—DS, dated 9.2-1953, 
t Renumbered under Government of India Notification No, F, 18-1/46—D, dated 18-6-]948, 
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SCHEDULE H. 
[See Rule 65 (9) and (11).] 


Substances required to be sold by retail only upon a prescription given by a registered 
medical practitioner. 


Amidopyrine; its salts. 

Barbituric acid; its salts; derivatives of barbituric acid; their salts; 
compounds of barbituric acid, its salts, its derivatives, their salt, with any 
other substance; provided that compounds, the barbituric acid content of 
which does not exceed 50 milligrams in a single therapeutic dose shall be 
exempted. 

Dinitrocresols; dinitronaphthols; dinitrophenols; dinitrothymols. 

*Para-aminobenzenesulphonamide; its salts; derivatives of para-animo-, 
benzenesulphonamide having any of the hydrogen atoms of the para-amino 
group or the sulphonamide group substituted by another radical; their 
salts but excluding preparations and dressings containing these for external 
use. ; 

Phenylcinchoninic acid; Salicylcinchoninic acid; their salts, their 
esters. Sulphonal; alkyl sulphonals, 


SCHEDULE I. 
[See Rule 101 (4).] 


Particulars as to proportion of poison in certain cases. 


Name of Poison Particulars 
Alkaloids— 
Aconite, alkaloids of The proportion of any one alkaloid of aconite 


that the preparation would be calculated 
to contain on the assumption that all the 
alkaloids of aconite in the preparation were 
that alkaloid. 


Belladonna, alkaloids of The same as above, with the substitution 
Calabar bean, alkaloids of for the reference to aconite of a reference to 
Coca, alkaloids of belladonna, calabar bean or such other of 
Ephedra, alkaloids of the said poisons as the case may require. 


Ergot, alkaloids of 
Gelsemtium, alkaloids of 
Jaborandi, alkaloids of 
Lobelia, alkaloids of 
Pomegranate, alkaloids of 
Solanaceous alkaloids not 
otherwise included in 
- Schedule E. 
Stavesacre, alkaloids of 
Veratrum, alkaloids of 
Yohimba, alkaloids of 


* Amended by Government of India Notification No. F. 1-14/49—D, dated 27-12-1950, 
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Name of Poison Particulars 


Antimonial poisons . . The proportion of antimony trioxide (Sb, 
O;) or antimony pentoxide (Sb,O,) that 
the preparation would be calculated to 
‘contain on the assumption that the anti- 
mony (Sb) in the poison had been wholly 
converted into antimony trioxide or anti- 
mony pentoxide as the case may be. 


» 

Arsenical poisons. - The proportion of arsenic trioxide (As,O,) 
or arsenic pentoxide (As,O,) that the 
preparation would be calculated to contain 
on the assuraption that the arsenic (As) in 
the poison had been wholly converted into 
arsenic trioxide or arsenic pentoxide as 
the case may be. ; 


Barium, salts of ; » Lhe proportion of one particular barium 
salt which the preparation would be calcu- 
lated to contain on the assumption that the 
barium (Ba) in the poison had been wholl 
converted into that salt. 


Digitalis, glycosides of : other The number of units of activity as defined in 
active principles of digitalis. the Britesh Pharmacopoeia contained in a 
specified quaritity of the preparation. 


‘Hydrocyanic acid; cyanides : The proportion of hydrocyanic acid (HCN) 
double cyanides of mercury that the preparation would be calculated 
and zinc. to contain om the assumption that the 

cyanides in the poison had been wholly 
converted into hydrocyanic acid. 


Lead, compounds of, with ‘The proportion of lead oxide (PbO) that the 
acids from fixed oils. preparation would be calculated to contain 
on the assumption that the lead in the poison 

had been wholly converted into lead oxide. 


Mercury, organiccompounds The proportion of organically combined 
of. mercury (Hg) contained in the preparation. 


Phenols ; . The proportion of phenols (added together) 
contained in the preparation. | 


Compounds of phenol witha The proportion of phenols (added together) 

‘metal, © that the preparation would be calculated 
to contain on the assumption that the com- 
pound of phenols with a metal had_ been 
wholly converted into the corresponding 
phenols. 


Pituitary gland, the active Either— ” 


principles of. < 
(a) the number of units of activity as 
defined in the Britesh Pharmacopoeia 
contained in a specified quantity of the 
preparation; or 
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Name of Poison _ Particula 
(b) the proportion of pituitary gland, or of 
- anterior or of posterior lobe of the gland 

as the case may be, contained in the 


preparation; or 


(c) the amount of pituitary gland, or of 
anterior or of posterior lobe of the gland 
as the case may be from which a specifi- 
ed quantity of the preparation was ob- 
tained, together with an_ indication 
whether the amount relates to fresh or 
to dried gland substance. 


Potassium hydroxide . The proportion of potassium monoxide— 

; (K,O) which the préparation would be 
calculated to contain on the assumption 
that the potassium hydroxide in the prepa- 
ration had been wholly converted into 
potassium monoxide. 


Sodium hydroxide . - The proportion of sodium monoxide (Na,O) 
which the preparation would be calculated 
to contain on the assumption that the 
sodium hydroxide in the preparation had 
been wholly converted into sodium mon- 
oxide. 


Strophanthus, glycosides of |The amount of Standard Tincture of Stro- 
phanthus as defined in the British Phar- 
» macopoeia which possesses the same activity 
as a specified quantity of the preparation 
when assayed by the method described in 
the said Pharmacopoeia. 


Suprarenal gland, the active Either— 
principles of; their salts. 

(a) The proportion of suprarenal gland or 
of the cortex or of the medulla of the 
gland, as the case may be, contained in 
the preparation; or 


(b) the amount of suprarenal gland or of 
the cortex or of the medulla of the 
gland, as the case may be, from which a 
specified quantity of the preparation 
was obtained, together with an indica- 
tion whether the amount rélates to 
fresh or dried gland substance. 


Thyroid gland, the active Fither— 

principles of, their salts. 

| (a) the proportion of thyroid gland con- 
tained in the preparation; or 


(b) the amount of thyroid gland from 
which a specified quantity of the 
preparation was obtained together with 
an indication whether the amount 
relates to fresh or dried gland. 
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[See Rule 106.] 


* Diseases and ailments (by whatever name described) which a drug may not purport 
to prevent or cure. 


Blindness. | _ Leprosy. 


Bright’s disease. Leucoderma. 
Cancer. Lockjaw. 

Cataract. Locomotor Ataxia. 
Deafness. Lunacy. 

Delayed Menstruation. Lupus. 

Diabetes. Obesity. 
eEpilepsy. Paralysis. 

Female Diseases (in general). Plague. 

Fevers (in general). Rupture. 

Fits. Sexual impotence. 
Glaucoma. _ Small Pox. 

Goitre. ; Soft Chancre. 
Gonorrhoea. Syphyllis. 

Heart Diseases. Tuberculosis. 

High Blood Pressure. Tumours. 
Hydrocele. Venereal Diseases (in general). 


Infantile Paralysis. 


SCHEDULE K. 
[See Rule 123.] 


Class of drugs Extent and conditions of exemption 


1. Substances not intended All the provisions of Chapter IV of the Act 
for medicinal use. and the Rules thereunder, subject to the 
condition that the drug is not sold for 
medicinal use or for use in the manufacture 
of medicines and does not purport to 
comply with the standard set out in the 

Schedule to the Act. 


-2. Omitted / : . (Omitted by Government of India Notifica- 
ee. tion No. F. 1-56/47-D, dated 16-1-1950.) 


¢2A. Quinine and other anti- Persons selling the drugs by retail under 
malarial drugs. arrangements made by State Governments 
| for sale and distribution of the drugs, will 
be exempted from the requirement to take 
out licences for retail sale under clause (c) 
of Section 18 of the Act. 


*Amended by the Government of India Notification No, F.1—5/48-D, dated 10-7-50. 
tAdded under Government of India Notification No, F. 1-2/47-D, dated 13-2-1950. 
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«Class of drugs Extent and conditions of exemption 


. Biological and other special All the; provisions of Chapter IV of the Act 


products _ specified in and the Rules thereunder, subject to the 


Schedule C intended to be conditions that each container shall bear a 
used solely for veterinary label indicating that the substance is for 
purposes. veterinary use only. 


A CS 
a ;-S 


. Patent oF : roprietary All the provisions of Chapter IV of the Act 


medicines intended to be’ . and the Rules thereunder, subject to the 
used solely for ie = - conditions that the description on the label 


medicine is intended for administration to 
animals. 


=: ‘ 


tered medical practitioner .and the Rules thereunder, subject to the 
to his own patient or any condition that, in the case of a medicine 


drug specified in Schedule containing a substance specified © in | 


C supplied bya registered Schedule E— ARE, : 
medical practitioner at the (a) the medicine shall be labelled with the 
request of another such name and address of the institution by 
practitioner if it is speci- which, or the registered medical prac- 
ally prepared with refer- ~ _ titioner by whom it is supplied; 


ence to the condition and (b) if the medicine is for external -appli- 


* 


for the use of an individual cation, it shall be labelled with the 
patient provided the regis- words “Poison. For external use only” 
tered medical practitioner or, if it is for internal use with the dose; 

is not (a) keeping an open _ (c) the name of the medicine or ingredients 
shop or (b) selling across of the preparation and the quantities 
the counter or (c) engaged - thereof, the dose prescribed, the name of 
in the importation, manu- the patient and the date of supply and 
facture, distribution or sale © in the case of a medicine supplied by a 
of drugs in India to.a hospital or dispensary, the name of | 
degree which renders him the person who gave the prescription 
liable to the provisions of shall be entered at the-time of supply | 
Chapter IV of the Act and in a register to be maintained for the 
the Rules thereunder and purpose; ’ 
drugs supplied by a hospi- (d) the entry in the register shall be given 
tal or dispensary maintain- a number and that number shall be 
ed or supported by Govern- entered on the label of the container; 


ment or a local body or by . (e) the register and the prescriptions, if 
charity or voluntary subs- any, on which the medicines. are issued, 


cription. _... * shall be preserved for not less than two — 


years from the date of the last entry in_ 
the register or the date of the prescription 
as the case may be. 


veterinary hospital or by and the Rules thereunder subject to the 
a veterinary surgeon condition that in the case of medicine 
) containing a _ substance _ specified in 

Schedule E the container shall bear a label 


or the container shall indicate that the 


Ks. rein 
. Drugs supplied by a regis- All the provisions of Chapter IV of the Act 


4 


. Medicine supplied by a All the provisions of Chapter IV of the Act — 


. indicating that the medicine is intended _ 


* 
. 


for animal treatment. 


- 
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Class of drugs Extent and conditions of exemption 
7. Quinine sulphate. . The provisions of sub-section (a) (i) of 
a ae -. Section 18 of the Act to the following 
bs extent --— ‘. : 


ae i (i) the colour of the drug may be pink, 
: = - owing to its being coloured with an_ 
¢ : edible pink colouring matter; 


<i. (ii) the B.P. tests-for readily carbonisable 

at -* substances produce a yellow colour of 
an intensity about four times the colour 
produced with quinine sulphate con- 
forming to the B.P. standard; 


a ie; (iii) other Cinchona alkaloids present shall 
= : tee! not exceed six per cent.;~ and 
(iv) the residue on incineration shall not 
sae” . , exceed 0°14 per cent. 
‘ *g, Medicines prepared in All the provisions of Chapter IV of the Act: 
: accordance with andinten- and the Rules thereunder subject to the 
Bee ded solely for the treatment condition that a container containing 
a of patients under the such drugs shall beara label ‘Homoe- 
_ Homoepathic system of pathic Medicine’. . 
* wicdiCiie; me se > So =, 


T9. Magnesium Sulphate . The provisions of Sub-clause (i) of clause (a) 
| of section 18 of the Act to the following 
2 extent : : 


Chlorides present in the salt . shall not exceed. 
0:12 per cent. in the case of the product 
. prepared from sea-water. ee 


* Added under Government of India Notification.No. F. 18-3/46-D, dated 7-10-1949. — 
+ Added under Government of India Notification No. F.1-19/50-DS, dated 30-3-1953.. 
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